
6560.50

1

ENVIRONMENTAL PROTECTION AGENCY

40 CFR Part 82

[FRL- 4126 - ]

Protection of Stratospheric Ozone

AGENCY:  Environmental Protection Agency (EPA).

ACTION:  Notice of proposed rulemaking (NPRM).

--------------------------------------------------------------

---SUMMARY: In this document EPA proposes to require warning

labels on containers of, and products containing or

manufactured with, certain ozone-depleting substances pursuant

to §611 of the Clean Air Act, as amended. EPA also proposes to

require permanent labels on products containing ozone-

depleting substances that can be recovered or recycled

pursuant to §608 of the Clean Air Act, as amended. The

substances affected by this proposed rulemaking include both

class I chemicals (chlorofluorocarbons (CFCs), halons, carbon

tetrachloride, methyl chloroform) and class II chemicals

(hydrochlorofluorocarbons (HCFCs)).

DATES: Written comments on this notice must be submitted on

or before [ INSERT DATE 30 DAYS AFTER PUBLICATION ] if no
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hearing is held, or [ INSERT DATE 45 DAYS AFTER PUBLICATION ] if

the hearing is held. If requested by [ INSERT DATE 7 DAYS AFTER

PUBLICATION ], EPA will hold a public hearing on this notice on

[INSERT DATE 15 DAYS AFTER PUBLICATION ]. The information

contact person listed below may be called regarding a public

hearing. 

ADDRESS: Comments should be submitted in duplicate to the

attention of Air Docket No. A-91-60 at: U.S. Environmental

Protection Agency (LE-131), 401 M Street, S.W., Washington,

D.C. 20460. The Docket is located in Room M-1500, First Floor

Waterside Mall and materials relevant to this rulemaking may

be inspected from 8:30 a.m. to 12:00 noon and from 1:30 to

3:30 p.m. Monday through Friday.

FOR FURTHER INFORMATION CONTACT: Martha Dye at (202) 260-

6974, Stratospheric Ozone Protection Branch, Global Change

Division, Office of Atmospheric and Indoor Air Programs,

Office of Air and Radiation, ANR-445, 401 M Street S.W.,

Washington, D.C. 20460.

SUPPLEMENTARY INFORMATION:

PREAMBLE OUTLINE

I. Background

II. Requirements under §611

A. Containers of Class I and Class II Substances and
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Products Containing Class I Substances

B. Products Manufactured With Class I Substances

C. Products Containing or Manufactured With Class II

Substances

D. Petitions

E. Relationship to §§608 (Emissions Reduction) and 612

(Safe Alternatives)

III. Proposed Rule

A. Warning Label Requirements

1. Text of Warning Statement

2. Placement and form of warning label

3. Products without display panels

4. Stream of commerce

5. Symbol

B. Recoverable Substances Label

1. Authority under §608

2. Benefits of recovery and recycling

3. Additional benefits and costs of labeling

products containing recoverable substances

4. Proposed labeling requirements

C. Petitions

1. Types of petitions

2. Procedural requirements for submission and
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evaluation

3. Adequate data

4. Comments at proposal to add products to or

remove products from the labeling requirement

D. Economic Assessment of the Proposed Regulation

1. Estimates of costs and benefits

2. Impact on small entities

IV. "Ozone-Friendly" Labeling

V. Additional Information

A. Executive Order 12291

B. Regulatory Flexibility Act

C. Paperwork Reduction Act

VI. References

I. BACKGROUND

A. Overview of the Problem

The stratospheric ozone layer protects the earth from the

penetration of harmful ultraviolet (UV-B) radiation. A

national and international consensus has developed that

certain industrially produced halocarbons (including

chlorofluorocarbons (CFCs), halons, carbon tetrachloride,

methyl chloroform and hydrochlorofluorocarbons (HCFCs)) can

transport chlorine and bromine to the stratosphere and there

contribute to the depletion of the ozone layer. To the extent
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depletion occurs, penetration of UV-B radiation increases,

resulting in potential health and environmental harm including

increased incidence of certain skin cancers and cataracts,

suppression of the immune system, damage to crops and aquatic

organisms, increased formation of ground-level ozone and

increased weathering of outdoor plastics. 

B. Federal Action Regarding Aerosols Containing CFCs

Following initial concerns raised by research scientists

Mario Molina and Sherwood Rowland in 1974 regarding possible

ozone depletion from CFCs, the Food and Drug Administration

(FDA) and the Consumer Products Safety Commission (CPSC)

required marketers and importers of self-pressurized medical

and consumer products that use a chlorofluorocarbon propellant

to label their products with a warning that such products may

harm public health and the environment by reducing ozone in

the upper atmosphere. (See April 29, 1977, 42 FR 22018; and

August 24, 1977, 42 FR 42780.) During the mid-1970s, aerosol

propellants constituted over 50 percent of the total CFC use

in the United States.

On March 17, 1978 (43 FR 11301; 43 FR 11318) EPA and FDA

banned the use of CFCs as aerosol propellants in all but

"essential applications." The 1978 ban reduced aerosol use of

CFCs in this country by approximately 95 percent, cutting
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total U.S consumption nearly in half.

In the years following the aerosol ban, CFC use increased

significantly in the refrigeration, foam and solvent-using

industries. By 1985, CFC use in the United States had

surpassed pre-1974 levels and represented 29 percent of total

global CFC consumption.

C. Montreal Protocol

EPA evaluated the risks of ozone depletion in Assessing

the Risks of Trace Gases That Can Modify the Stratosphere

(1987) and concluded that an international approach is

necessary to effectively safeguard the ozone layer. Because

releases of CFCs mix in the atmosphere to affect stratospheric

ozone globally, efforts to reduce emissions from specific

products by only a few nations could quickly be offset by

increases in emissions from other nations, leaving the risks

to the ozone layer unchanged.

Recognizing the global nature of this issue, EPA

participated in negotiations organized by the United Nations

Environment Programme (UNEP) to develop an international

agreement to protect the ozone layer. In September 1987, the

United States and 22 other countries signed the Montreal

Protocol on Substances that Deplete the Ozone Layer. The 1987

Protocol called for a freeze in the production and consumption
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(defined as production plus imports minus exports of bulk

chemicals) of CFC- 11, -12, -113, -114, -115, and halon 1211,

1301 and 2402 at 1986 levels, and a phased reduction of the

CFCs to 50 percent of 1986 levels by 1998. Currently, 75

nations representing over 90 percent of the world's

consumption are party to the Protocol.

In its August 12, 1988 final rulemaking (53 FR 30566),

EPA promulgated regulations implementing the requirements of

the 1987 Protocol through a system of tradable allowances. EPA

apportioned allowances to producers and importers of these

"controlled" ozone-depleting substances based on their 1986

levels. To monitor industry's compliance with the production

and consumption limits, EPA required recordkeeping and

quarterly reporting, and conducted periodic compliance reviews

and inspections.

D. Excise Tax

As part of the Omnibus Budget Reconciliation Act of 1989,

the United States Congress levied an excise tax on the sale of

CFCs and other chemicals which deplete the ozone layer, with

specific exemptions for exports and recycling. The tax went

into effect on January 1, 1990 and has operated as an

extremely useful complement to EPA's regulations limiting

production and consumption. By raising the costs of using
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virgin controlled substances, the tax has created an added

incentive for industry to shift out of these substances and

increase recycling activities, and provided a market for

alternative chemicals and processes. The original excise tax

was amended by the Internal Revenue Service (IRS) in 1991 to

include methyl chloroform, carbon tetrachloride and the other

CFCs regulated by the amended Montreal Protocol and Title VI

of the Clean Air Act Amendments of 1990.

E. London Amendments to the Montreal Protocol

In response to overwhelming scientific evidence of

greater than expected stratospheric ozone depletion, the

Parties to the Protocol at their second meeting held in London

on June 29, 1990 revised the Protocol to require a full phase-

out of the regulated CFCs and halons by 2000, a phase-out of

carbon tetrachloride and "other CFCs" by 2000 and a phase-out

of methyl chloroform by 2005. The Parties also passed a non-

binding resolution regarding the use of

hydrochlorofluorocarbons (HCFCs) as interim substitutes for

CFCs. Partially halogenated HCFCs add much less chlorine to

the stratosphere than the fully halogenated CFCs, but still

pose some threat to the ozone layer. (See 56 FR 2420; January

22, 1991 for more information on the relative effects of

different ozone-depleting substances.)
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F. Clean Air Act Amendments of 1990, Title VI

On November 15, 1990 the Clean Air Act Amendments of 1990

were signed into law. The requirements in the new Title VI

include phase-out controls of ozone-depleting substances

similar to those in the London Amendments of the Protocol,

although the Title VI interim reductions are more stringent

and the phase-out date of methyl chloroform is earlier. Unlike

the amended Montreal Protocol, the Clean Air Act as amended

also requires regulations restricting the uses of controlled

ozone-depleting substances, including non-discretionary

provisions to reduce emissions of controlled substances to the

"lowest achievable level" in all use sectors, to ban

nonessential products, to mandate warning labels, and to

establish a safe alternatives program.

G. Subgroup of the Federal Advisory Committee

In the development of today's proposed regulation, EPA

was assisted by a subgroup of the standing Stratospheric Ozone

Protection Advisory Committee (STOPAC). In 1989, EPA

established STOPAC in accordance with the requirements of the

Federal Advisory Committee Act, 5 U.S.C. App. §9(c). STOPAC

consists of members selected on the basis of their

professional qualifications and diversity of perspectives and

provides balanced representation from the following sectors:



10

industry and business; academic and educational institutions;

Federal, state and local government agencies; non-government

and environmental groups; and international organizations.

Since its formation, STOPAC has provided advice and counsel to

the Agency on policy and technical issues related to the

protection of the stratospheric ozone layer.

In 1990, members were asked to participate in STOPAC

subcommittees to assist the Agency in developing regulations

to implement the new requirements of Title VI of the Clean Air

Act. To date, the full Subcommittee on Labeling has met twice,

and smaller "use-sector" working groups have met ten times,

reviewing two in-depth briefing packets (contained in the

docket) and offering comments and technical expertise on the

development of today's proposed rule.

II. REQUIREMENTS UNDER §611

Title VI of the Clean Air Act divides the controlled

ozone-depleting substances into two distinct classes. Class I

is comprised of CFCs, halons, carbon tetrachloride and methyl

chloroform. Class II is comprised of HCFCs. (See listing

notice January 22, 1991; 56 FR 2420.) Section 611 specifies

labeling requirements for containers of and products

containing or manufactured with class I or class II

substances. Section 611(a) requires EPA to promulgate final
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regulations by May 15, 1992. The statutory authority for

today's proposal is §§611, 608 and 301 of the Act, as amended.

Appendix A outlines the types of products that would be

affected by this rulemaking, but is not an exhaustive list.

A. Containers of Class I and Class II Substances and

Products Containing Class I Substances

Subsection 611(b) of the Clean Air Act mandates that

effective May 15, 1993 "no container in which a class I or

class II substance is stored or transported, and no product

containing a class I substance, shall be introduced into

interstate commerce unless it bears a clearly legible and

conspicuous label stating: 'Warning: Contains [ insert name of

substance ], a substance which harms public health and

environment by destroying ozone in the upper atmosphere.'"

For the purposes of this proposed regulation, the term

"container" is considered to mean the immediate vessel of any

size in which a controlled substance is stored or transported,

including cans, drums, trucks and isotanks of controlled

substances alone or in mixtures.

EPA considers the term "product" to mean an item or

category of items manufactured from raw or recycled materials

which is used to perform a function or task, and the phrase

"product containing" to mean a product that physically holds a
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controlled substance within its structure, or is intended to

be charged with a controlled substance, at the point of sale

to the ultimate consumer. The phrase "ultimate consumer"

refers to the first commercial or noncommercial purchaser of a

container or product that is not intended for re-introduction

into interstate commerce alone or as part of another product.

A purchaser that is not the ultimate consumer of a product

might include a wholesale distributor or manufacturer that

purchases components from another manufacturer and

incorporates them into a larger product.

This proposed definition of "product containing" is

consistent with the List of Products Containing Controlled

Substances in Appendix D of the Montreal Protocol on

Substances That Deplete the Ozone Layer, which represents a

subset of all products containing controlled substances. (See

reference UNEP Memo June 21, 1991.) Examples include, but are

not limited to, charged automobile and truck air conditioning

units, domestic and commercial refrigeration equipment ( e.g.,

refrigerators, freezers, dehumidifiers, water coolers, ice

machines, and chillers), aerosol products, fire extinguishers,

and insulating boards, panels and pipe covers.

B. Products Manufactured With Class I Substances

Subsection 611(d)(2) mandates that after May 15, 1993 and
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before January 1, 2015 this same labeling requirement "shall

apply to all products manufactured with a process that uses

such class I substance unless the Administrator determines

that there are no substitute products or manufacturing

processes that (A) do not rely on the use of such class I

substance, (B) reduce the overall risk to human health and the

environment, and (C) are currently or potentially available."

EPA is not today proposing to make a determination regarding

the availability of substitutes for any product manufactured

with a class I substance. EPA was unable to make any such

determination in light of the extremely large number of

products and the extent to which available information

suggests that substitute products or processes are at least

potentially available for all products manufactured with class

I substances. The process for submitting petitions seeking to

exempt such products from the labeling requirement is

discussed in subparts II.D. and III.C. below.

The label for products manufactured with a class I

substance is required to state: "Warning: Manufactured with

[insert name of substance ], a substance which harms public

health and environment by destroying ozone in the upper

atmosphere." Subsection 611(e)(5) states that effective

January 1, 2015, the labeling requirements of this subsection
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shall apply to all products manufactured with a process that

uses a class I or class II substance.

Unlike "products containing," neither the Clean Air Act

nor the Montreal Protocol provides explicit direction for

defining the phrase "products manufactured with." EPA proposes

that "manufactured with" shall mean a product which was

manufactured using a controlled substance but does not contain

the substance at the point of sale to the ultimate consumer.

Examples might include products cleaned with solvents,

products with adhesives or coatings using solvents, open

celled flexible foam, and certain food and tobacco products.

EPA today proposes to exclude from the definition of

"manufactured with" incidental uses, i.e., uses where the

controlled substance does not have physical contact with the

product. Examples of incidental use could include fresh

produce stored in a warehouse refrigerated by a CFC system or

clothes from a textile mill where the machinery is maintained

with methyl chloroform but the clothes do not have physical

contact with the controlled substance. EPA specifically

requests comment on its proposed definition of "incidental"

uses and other uses of controlled substances that could

potentially be considered "incidental."

EPA also proposes to exclude from the definition of
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"manufactured with" those products which result from the

transformation of a controlled substance such that the

controlled substance no longer poses a threat to the ozone

layer. EPA has promulgated specific regulations to phase-out

the production and consumption of ozone-depleting substances

that address the transformation or use of controlled

substances as feedstocks in the manufacturing processes of

other substances. (See Subpart A in 40 CFR Part 82 for further

explanation of transformation.) Examples of products that

result from the transformation of a class I substance during

their manufacturing process include chlorinated rubber, vinyl

chloride, and automobile and airplane fuel, all of which use

carbon tetrachloride. In EPA's phase-out regulations,

transformation is excluded from the definition of production.

Similarly, EPA believes that, for the purposes of the labeling

requirement, transformation of a controlled should not be

considered to be "manufactured with" a controlled substance.

In developing the definition of "manufactured with," EPA

has considered the possibility that too broad an

interpretation of the phrase could result in the labeling of

virtually every product in the marketplace. EPA believes that

such a result could render the labeling program ineffectual by

overloading the consumer with information and thus diluting
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the label's potential impact on purchase decisions. Thus, EPA

has proposed exclusions from the definition as discussed

above. 

EPA believes, however, that too narrow an interpretation

of the phrase would also impair the intended impact of the

program. It appears, for example, that Congress fully intended

that labeling under §611 affect whole use-sectors, indicating

the widespread use of ozone-depleting substances in such use-

sectors. Use-sector wide labeling would result in an economic

incentive for companies to be the first to manufacture the

product without using the substances. EPA believes that the

proposed definition of "manufactured with," incorporating the

exclusions described above, is faithful to the statutory

intent of §611 without being overly broad so as to lead to a

universal labeling requirement.

EPA chooses not to further narrow the definition of

"manufactured with" by establishing a de minimis  use level

below which labeling would not be required. The rationale

behind such de minimis  use levels is that small amounts do not

have an impact significant enough to warrant regulation.

However, while many products may have physical contact with

insignificant amounts of a controlled substance during their

manufacturing process, aggregate use levels over an entire
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market segment can be very large and thus pose a serious

threat to the ozone layer. Alternatively, products in market

segments that have smaller aggregate uses level of ozone-

depleting substances could be significant users on a per-

product basis. As a result, EPA believes exempting de minimis

use levels from the definition of "manufactured with" would

compromise the effectiveness of the program and could thwart

the intent of the statute.

EPA requests comment on its interpretation of the phrase

"manufactured with" and on the decision not to set a de

minimis use level.

C. Products Containing or Manufactured With Class II

Substances

Subsections 611(c)(1) and (d)(1) mandate that after May

15, 1993 the labeling requirement shall apply to products

containing or manufactured with a class II substance "if the

Administrator determines, after notice and opportunity for

public comment, that there are substitute products or

manufacturing processes (A) that do not rely on the use of

such class II substance, (B) that reduce the overall risk to

human health and the environment, and (C) that are currently

or potentially available."

The label is required to state either: "Warning:
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Contains..." or "Warning: Manufactured with [ insert name of

substance ], a substance which harms public health and

environment by destroying ozone in the upper atmosphere."

Subsections 611(c)(2) and (e)(5) state that effective January

1, 2015, the labeling requirements of this subsection shall

apply to all products containing a class II substance or

manufactured with a process that uses a class I or class II

substance.

EPA is not today proposing regulations to require

labeling of products containing or manufactured with class II

substances. EPA believes that it is premature to determine the

availability of substitutes for class II substances at this

time because that market is just beginning to develop. EPA

will determine the availability of substitutes for class II

substances in conjunction with the Safe Alternatives Program

required by §612 of the Act (see subpart II.E. below). The

process for submitting petitions seeking to add such products

to the labeling requirement is discussed in subparts II.D. and

III.C. below.

D. Petitions

Subsection 611(e)(1) specifically allows any person at

any time after May 15, 1992 to petition the Agency "to apply

the requirements of this section to a product containing a
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class II substance or a product manufactured with a class I or

II substance which is not otherwise subject to" the labeling

requirements. Subsection 611(e)(2) states that "Any petition

under this paragraph shall include a showing by the petitioner

that there are data on the product adequate to support the

petition."

Today's proposed rule specifies the format and substance

of the supporting data that EPA would require in order to

review and grant petitions to apply the labeling requirement

to a product not otherwise subject. The Agency also proposes a

process for petitions seeking to exempt products manufactured

with a class I substance from the labeling requirement and a

similar specification for adequate supporting data. As stated

above, products manufactured with class I substances and

products containing or manufactured with class II substances

are not affected by the labeling requirement if there are no

currently or potentially available substitutes that reduce the

overall risk to human health and the environment. (See subpart

III.C. below.) EPA requests comment on the tying together of

the exemption criteria for §611 with determinations under

§612.

E. Relationship to §§608 (Emissions Reduction) and 612 (Safe

Alternatives)
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EPA believes that the requirements of §§608 (National

Emission Reduction Program) and 612 (Safe Alternatives) are

relevant to today's proposed rule.

Section 608(a)(3) requires EPA to promulgate regulations

that reduce emissions of controlled substances to their

"lowest achievable level" and maximize the recapture and

recycling of such substances. EPA believes that requiring

permanent labels on products containing recoverable ozone-

depleting substances would be an effective way to inform

servicers and disposers of the potential for recycling. (See

subpart III.B. below.) EPA therefore believes that the

authority under §608 may be exercised in a manner that

complements the requirements of §611 for providing information

about recycling through labeling. EPA cites the rulemaking

authority of §608 in support of today's proposal to promulgate

labeling regulations for products containing recoverable

controlled substances.

Section 612(c) requires EPA to promulgate regulations by

November 15, 1992 making it unlawful to use any substitute for

a class I or class II substance which may present adverse

effects to human health or the environment, where EPA has

determined that there are currently or potentially available

alternatives that reduce the overall risk to human health and
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the environment. EPA is also required by 612(c) to publish a

list of prohibited substitutes and a list of corresponding

acceptable alternatives. Section 612(d) outlines requirements

for a petition process to add or remove substances from either

of the two lists. EPA believes that determinations made under

§612 will likely have a direct impact on the labeling

requirements under §611. The criteria for determining whether

a product has an acceptable substitute is identical in both

§§611 and 612. (See subpart III.C.1.a. below.)

III. PROPOSED RULE

A. Warning Label Requirements

EPA today proposes to require warning labels on

containers of class I or class II substances and on products

containing or manufactured with class I substances, pursuant

to §611 of the Clean Air Act, as amended. EPA believes that

Congress intended the labels required by §611 to inform the

ultimate consumer at the time of purchase decision whether a

product or any of its components contains or was manufactured

with an ozone-depleting substance so that the consumer, if he

or she were so inclined, could choose products that do not use

ozone-depleting substances. The increased ability of consumers

to express a preference for products not using controlled

substances would create a market-based incentive for
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manufacturers to find and utilize substitutes for ozone-

depleting substances that reduce the overall risk to human

health and the environment. Where opportunities for

substitution away from ozone depleting substances exist, the

labeling requirement might aid pollution prevention by

encouraging the reduction or elimination in the use of ozone-

depleting substances at the source of their use in the

manufacturing process. In order to carry out Congressional

intent, EPA believes that the warning labels must be carried

through the stream of commerce to the ultimate consumer.

EPA requests comment on its interpretation of §611 and

its emphasis on informed purchase decisions by the ultimate

consumer. EPA's proposed regulations reflect this

interpretation and attempt to establish a program that is

meaningful both to consumers and to manufacturers.

This part of today's notice proposes regulations for the

text, placement and form of the warning labels on containers

of and products containing or manufactured with ozone-

depleting substances as required by §611. This part also

proposes guidance for alternative placement of the required

label, clarifications regarding stream of commerce issues for

labeled products and containers.

1. Text of warning statement
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Section 611 requires that a warning label accompany all

affected products and containers and state that the item

contains or was manufactured with an ozone-depleting substance

and which particular substance was used. (See subparts II.A.,

II.B. and II.C. above.) Since §611 is very specific about the

text of the required warning statement, the Agency proposes

only two further clarifications under the authority of

§301(a), which provides EPA with general rulemaking authority

to carry out the Agency's functions under the Act.

First, EPA proposes that the substance named on the label

following the words "Contains" or "Manufactured with" must be

a standard chemical name ( e.g., chlorofluorocarbon-113, halon

1211, etc.) as stated in the listing notice published in the

Federal Register  on January 22, 1991 (56 FR 2420). EPA

believes that warning statements with trade names like "Freon"

or abbreviations like "R" for refrigerant would be

unnecessarily confusing to consumers, and thus would not

fulfill the goal of the labeling requirement. For example, if

the label on a consumer product that might include

chlorofluorocarbon-12 or hydrochlorofluorocarbon-22 was

labeled simply as "Freon," the consumer would likely miss the

important distinction between the use of a class I CFC and a

less harmful class II HCFC. EPA proposes that only the
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following two commonly used acronyms be permitted as

substitutes for the standard chemical name on the label: "CFC"

for chlorofluorocarbon; and "HCFC" for

hydrochlorofluorocarbon. EPA believes that, unlike trade names

or abbreviations, these acronyms describe the relevant

chemicals in a way that they can be recognized by the average

consumer. In addition, EPA proposes that only the common

commercial term "1,1,1-trichloroethane," and no other chemical

names or abbreviations, may be substituted for "methyl

chloroform" in the required warning statement.

 Second, EPA proposes that in the case of a single

container of, or product containing or manufactured with, more

than one controlled substance, a separate label for each

ozone-depleting substance not be required. Instead, the

warning label may include the names of all of the substances

relevant to the container or product in a single warning

statement, provided that the combined statement accurately

reflects and clearly distinguishes which substances the

container or product contains and which were used in the

manufacturing process. For example, a product which contains

both CFC-12 and CFC-113 would be permitted to bear one

combined label stating: "Warning: Contains CFCs-12 and -113,

substances which harm public health..." Similarly, a single
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product which both contains and is manufactured with ozone-

depleting substances could bear one label that combines the

required warning statements. For example, the label on a

refrigerator which uses CFC-12 as a refrigerant, CFC-11 in its

closed cell insulating foam and has a coating applied with

methyl chloroform as a solvent could state: "Warning: Contains

CFC-12 and CFC-11, and manufactured with methyl chloroform,

substances which harm public health..."

In addition, if a manufacturer uses two or more

controlled substances interchangeably in a product, such as

using either CFC-113 or methyl chloroform to clean a metal

part, the product's label could incorporate the phrase

"Manufactured with CFC-113 and/or methyl chloroform..." into

its statement. However, EPA proposes that under no

circumstances could a product's label state "May have been

manufactured with" or any other such statement which makes the

presence or use of a controlled substance uncertain. Moreover,

a manufacturer may not present two or more controlled

substances as having been used interchangeably when, in fact,

they have not.

The purpose of this proposed clarification is to prevent

cluttering of a product's display areas with warnings that may

be duplicative, and to facilitate industry's compliance with
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the labeling requirement. The Agency does not propose to

mandate that companies combine the warnings required by §611

as demonstrated above. Companies that are currently switching

out of ozone-depleting substances might wish to keep their

warning statements separate in order to facilitate the

labeling of their new products which may have either fewer

ozone-depleting substances or none at all. The combining of

required warning statements described in this part is proposed

as an approach for companies to utilize where they find it

useful.

EPA today proposes that, except as specified in this

subpart under the authority of §301(a)(1), the text of the

required label may not in any way be shortened, altered or

abbreviated. As stated above, §611 is very specific about the

text of the required labels. A container or product whose

label contained any changes to the required text, apart from

those discussed above, would be considered by EPA to be

mislabeled and out of compliance.

2. Placement and form of warning label

Section 611 requires that products and containers bear a

warning label that is "clearly legible and conspicuous." The

Agency interprets the intent of this requirement is to ensure

that the label is noticed by consumers at the time of their
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decision to purchase, in order to enable them to make informed

choices about products. However, the Agency requests comment

on whether the intent of the statute would be satisfied if the

Agency simply required that the label be noticeable or readily

available to the consumer at the time of the purchase

decision. EPA today proposes regulations that would require

the warning label to appear with such prominence and

conspicuousness as to render it likely to be read and

understood by consumers under normal conditions of purchase.

EPA's primary reason for proposing to require that the

warning "appear with such prominence and conspicuousness as to

render it likely to be read and understood by consumers under

normal conditions of purchase" is that the warning statement

required by §611 is only relevant to the consumer before the

product is purchased. The long-lived nature of these

substances virtually ensures that whatever substances are

manufactured will eventually be released to the atmosphere,

where they will contribute the chlorine and bromine which

destroys the ozone layer. Only by expressing their preference

at the point of purchase  for products that do not use ozone-

depleting substances can the consumer make use of the

information required by §611.

The Agency believes that there may be several placement
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options with which manufacturers could fulfill the statutory

labeling requirement of "clearly legible and conspicuous." EPA

recognizes that some options will have higher opportunity

costs for certain products or manufacturers ( e.g., utilizing

prime space on a product's principal display panel) relative

to other options. Alternatively, options with lower

opportunity costs ( e.g., placing the label on a less prominent

display panel) may run the risk of not fulfilling the

statutory requirement for being "clearly legible and

conspicuous." Proposed placement options are discussed in the

subparts below.

Today's proposal builds on the labeling experience of EPA

(in particular, the Agency's Pesticide Programs) and other

federal agencies (most notably the Food and Drug

Administration (FDA) and the Consumer Product Safety

Commission (CPSC)), and endeavors to coordinate efforts with

these programs in order to prevent any obscuring or

interference with other labeling requirements.

a. Display panel placement

EPA proposes to require that the warning label be placed

on any display panel of a product or container where the label

will be "clearly legible and conspicuous." Producers and

manufacturers have the responsibility to ensure placement such
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that the proposed requirements are satisfied. EPA believes

that label placement on the principal display panel (PDP),

where it exists, will clearly satisfy the requirement.

Location on other label space or parts of the container,

however, might also satisfy the "clearly legible and

conspicuous" criteria in some cases. In the 1970s, CPSC and

FDA developed label area and type size requirements for the

"principal display panel" of products regulated by the Federal

Hazardous Substances Act and of cosmetics and over-the-counter

drugs. The principal  display panel (PDP), as opposed to other

display panels, is considered to be the part of a product or

container that is "most likely to be displayed, presented,

shown, or examined under customary conditions of retail sale"

(49 FR 50374). The labeling mechanism used by CPSC and FDA

requires the placement of the warning on the PDP and specifies

type sizes for the warning over a range of products.

According to CPSC, these requirements for placement and

type size were intended to ensure that the warning would be

adequately "conspicuous and legible" to consumers at the time

of purchase (49 FR 50374). By allowing the warning to appear

anywhere on the PDP, the CPSC mechanism also allows

manufacturers a degree of flexibility in fulfilling the

labeling requirement and coordinating with other labeling
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requirements. EPA believes that the placement of the label on

the PDP would fulfill the statutory requirement for

"conspicuous and legible" labeling under §611.

CPSC did not utilize the PDP mechanism when promulgating

regulations in 1977 for the labeling of aerosol products

containing CFCs. Instead, this program set the general

placement requirement that all labels "shall be sufficiently

prominent and conspicuous as to be likely to be read and

understood by ordinary individuals under normal conditions of

purchase" (16 CFR Ch.11 Part 1401) and the exact location was

left to the discretion of the manufacturer. As a result, some

manufacturers responded to this general requirement by placing

the CPSC warning on the side or back panels of their aerosol

products.

EPA believes that placing the warning on a display panel

other than the principal display panel may not be the best

option to meet the goals of §611. To the extent that the

scientific and international communities have come to

agreement on the seriousness and urgency of the stratospheric

ozone depletion problem, the Agency believes that the

information provided by the label is even more relevant to

consumer purchase decisions than it may have been at the time

of the 1977 regulations. In addition, EPA believes that the
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extent to which claims such as "ozone-friendly" already appear

on the PDPs of the many products indicates that manufacturers

and consumers generally consider such information to be

relevant enough to warrant placement on the principal display

panel, where it is most likely to be noted. (See Part IV

below.)

However, other regulations, such as those implementing

the Comprehensive Smokeless Tobacco Health Education Act of

1986 (16 CFR Ch. 1 Part 307), set specific placement standards

to fulfill the requirement that the warning label, which reads

"warning: this product may cause mouth cancer, "must be in

a conspicuous and prominent place" that were not solely

limited to the principal or front panel. Section 307.6(a) of

that regulation defines a conspicuous and prominent place as

"a part of a label that is likely to be displayed, presented,

shown or examined," specifies what places would be considered

to be conspicuous and prominent for each type container

("Cylindrical can--Side of the package; Pouch--Front of the

package...; Rectangular box...--Any side of the package"), and

sensibly concludes that "the warning statement shall not be

deemed to be in a conspicuous and legible place if it appears

on the bottom."

EPA today proposes that the warning label required by
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§611 may be placed anywhere on any display panel that fulfills

the requirements specified in today's notice, as long as it

does not interfere with, mar, or detract from any other

legally required labeling statements on the product or

container and as long as no other labels interfere with, mar,

or detract from it. (See subpart III.A.2.d. below.) In order

to be clearly legible and conspicuous to a potential

purchaser, the warning label would be required to be placed on

any outer packaging or wrapper used in the retail display of

the product, unless it were visible through such packaging or

alternative placement were used. (See subpart III.A.2.c.

below.)

EPA requests comment on the potential costs and benefits

of requiring labeling on the principal display panel, as

opposed to those that would be incurred by allowing it to

appear on other display panels. Potential costs or

disadvantages might include the opportunity cost of utilizing

prominent label space, which will not then be available for

other manufacturer information and the potential

discriminatory nature of a PDP labeling requirement, when some

products have a PDP and others do not. The Agency also

requests comment on the lack of statutory direction on label

location and whether this might suggest that a PDP requirement
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would be inappropriate. EPA also requests comment on whether

it should explicitly require that the warning specified by

§611 appear on a product's principal display panel, if

feasible.

Some products containing or manufactured with ozone-

depleting substances (nuts and bolts, for example) may not

have display panels that can be labeled. Guidelines for

alternative label placement on products without display panels

are presented below in subpart III.A.3.

b. Type-size requirements

EPA believes that the type size of the warning label on a

specific product should be flexible to match the size of the

product or container. The area of the display panel can be

used to determine the appropriate type size of the warning

label based upon the shape of the product or container. For

example, in the case of a rectangular package where one entire

side is the display panel, the area would be the product of

the height times the width of that side. In the case of a

cylindrical or nearly cylindrical container or product, the

area of the display panel would be calculated, following

CPSC's requirements under the Federal Hazardous Substances Act

(16 CFR 1500.121), as 40 percent of the surface area of the

product (the height of the product or container times its
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circumference). In the case of any other shape of container or

product, the area of the display panel would be 40 percent of

the total surface, excluding those areas such as flanges at

tops and bottoms, shoulders, handles or necks. However, if an

irregularly shaped product or container presents an obvious

display panel (such as an oval or hour-glass shaped area on

the side of a container) the area to be measured would be the

entire area of the obvious display panel. In any case, the

area of the display panel for the purpose of determining the

type size would not be limited to the portion of the surface

already covered with labels; rather it would include the

entire surface excluding any flanges, shoulders, handles or

necks.

The phrase "type size" refers to the height of the actual

printed image of each letter as it appears on the label. The

ratio of the height of the letter to its width should be such

that the height of the letter is no more than three times its

width. EPA today proposes that, because a larger type size can

materially enhance the legibility of the statement and is

desirable, the size of the warning label should be reasonably

related to the type size of any other printing appearing in

the same panel, but in any case the type size must meet the

minimum size requirement in Table 1.
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Table 1 specifies two type sizes: one for the signal word

("Warning") and one for the rest of the label statement. EPA

proposes that, following CPSC's labeling requirements under

the Federal Hazardous Substances Act (16 CFR 1500.121), the

signal word "Warning" should appear larger than the rest of

the label statement as specified above and in all capital

letters.

TABLE 1

Area of panel (sq.in.):0-2  >2-5  >5-10 >10-15  >15-30
  >30

Type Size (in.) *
Signal Word   3/64   1/16   3/32 7/64     1/8    5/32
Statement   3/64   3/64   1/16 3/32    3/32   
7/64

> means greater than
* minimum height of printed image of letters

EPA believes that, in many situations, a product whose

display panel has an area of two square inches or less would

be too small to bear a "clearly legible and conspicuous"

warning label and strongly encourages manufacturers of such

products to follow the "alternative placement" labeling

guidelines described in subpart III.A.3. below. EPA proposes

that, in any case, the warning label must be clearly legible

and conspicuous under customary conditions of retail sale.

The area of the display panel and type size requirements
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are specified above in Table 1 using English units (inches),

following the regulations developed by CPSC (16 CFR 1500.121).

EPA could instead specify size requirements using metric units

(centimeters and millimeters) or type units (points). Dealing

with small fractions of an inch may be difficult for some

manufacturers. In addition, metric units are the international

standard and the labeling requirement applies to containers

and products imported into the United States. EPA requests

comment specifically on the use of English measurement units

to specify area and type size requirements and generally on

the placement and type size requirements proposed in this

subpart.

c. Other general placement and form requirements

EPA proposes three other general requirements for the

placement and form of warning labels under §611. Each of these

general requirements is drawn from the labeling regulations

developed by CPSC (16 CFR 1500.121), and together they are

intended to ensure that the warning statement is "clearly

conspicuous and legible" as specified by §611.

First, EPA proposes that the required warning label must

appear in lines that are generally parallel to any base on

which the product or container rests as it is designed to be

displayed for sale. EPA believes that a label that is not
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generally parallel to the base of the product would be

unnecessarily difficult for a consumer to read.

Second, while no specific color or color combination is

required for the label, EPA proposes that the warning

statement must be in sharp contrast to any background upon

which it appears. Consistent with CPSC's regulations, examples

of combinations of colors which may not satisfy the proposed

requirement for sharp contrast are: black letters on a dark

blue or dark green background, dark red letters on a light red

background, light red letters on a reflective silver

background, and white letters on a light gray or tan

background. EPA believes that a warning statement that is not

in sharp contrast to its background would also be

unnecessarily difficult for a consumer to read.

Third, EPA proposes that the warning statement on the

product or container appear on any outer packaging or wrapping

used in the retail display of the product or container, in the

same manner as required for the immediate product or

container. Clearly, a warning statement that is not clearly

legible and conspicuous through any outer package would fail

to fulfill the statutory requirement that the label be legible

and conspicuous. However, a warning statement on the immediate

product or container that is clearly legible and conspicuous
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through any outer packaging or wrapping used in retail display

need not also appear on the outer container or wrapping

itself. 

The label would not need to appear in more than one place

on the product and would only need to be presented to the

consumer once at the time of the purchase decision.

EPA requests comment on its proposed general placement

and form requirements, as well as on the specific location,

positioning and size of the label.

d. Interference with other label information

The Agency recognizes the importance of preventing any

interference with existing label information on the display

panel of the product or container. This other label

information might include warnings required by EPA under the

Federal Insecticide, Fungicide and Rodenticide Act (FIFRA),

the Department of Transportation's hazardous materials

transport labeling, CPSC's requirements under the Federal

Hazardous Substances Act, the Federal Trade Commission's

regulations regarding the energy efficiency of appliances, or

FDA's over-the-counter drug labels. In addition, there may be

state or local labeling requirements that apply to containers

of or products containing or manufactured with ozone-depleting

substances. EPA believes that the labeling required by §611 is
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important as well and, therefore, no other labels should

interfere with it.

EPA recognizes that some product labels may be required

to bear multiple warnings regarding their purchase, use,

storage or disposal. By permitting the required warning

statement to appear anywhere on the product's appropriate

display panel, the proposed placement mechanism is intended to

provide manufacturers with the flexibility needed to ensure

that other labeling information is not crowded. Based upon its

work with the Federal Trade Commission on the Interagency

Labeling Task Force, EPA believes that on many products the

display panels currently contain labeling statements that are

not necessarily required by any federal or state regulations.

Included in these are statements such as "environmentally-

friendly" and "ozone-safe."

EPA believes that most products "principal display

panels" (PDPs) are generally large enough to accommodate all

the label information required to be placed thereon with

clarity and conspicuousness and without obscuring or crowding

designs or vignettes. EPA also believes that the warning

required by §611 will not distract consumers from noticing

other warnings on the PDP, such as those required by CPSC

under the Federal Hazardous Substances Act. However, EPA
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proposes to explicitly require that the warning label under

§611 not interfere with, mar or detract from the statements,

designs or vignettes of any other labels required by federal

or state law, and that the required warning label shall not be

interfered with, marred or detracted from by any other

labeling information. EPA requests comment on its proposal

that the warning required by §611 not interfere with, and not

be interfered with by, any other required warning statements.

3. Products without display panels

EPA recognizes that placing the warning label on a

display panel may not be feasible for some of the products

affected by §611. A product, for example, may be extremely

small or irregularly shaped such that placement on a display

panel is not feasible. Alternatively, the product may be

normally purchased without actually being viewed by the

consumer. Products that might fit this second situation

include home insulation containing CFCs, chillers containing

CFCs, or total flooding fire extinguisher systems containing

halons. Other products, as well, due to their nature of use or

purchase conditions, may not have an obvious display panel as

described in subpart III.A.2.a. above.

EPA believes that the intent of the labeling requirement

under §611 is to ensure that information is made available to
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the consumer at the time of purchase decision. Since all

products manufactured with or containing ozone-depleting

substances are required by §611 to bear a warning label

regardless of whether they have an obvious display panel, EPA

has developed alternative placement guidelines apart from the

display panel mechanism for conveying the required labeling

information to the potential purchaser at the time a purchase

decision is made.

In cases where a product has any display panel which is

normally viewed by the purchaser at the time of the purchase

decision, EPA proposes to require that the warning label

appear on a display panel, or on any outer packaging or

wrapping used in the retail display of the product. In cases

where a product does not have a display panel, or in cases

where the consumer is likely to make a purchase decision

without seeing the actual product, EPA proposes to require

that the labeling information must be made available to the

consumer through another means in order to facilitate an

informed purchase decision.

In this subpart, EPA gives examples of products that may

not have a clear PDP and proposes a clarification of the

labeling requirements for these products.

a. Examples of products without display panels
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Labeling on the display panel might not be feasible for

products that are extremely small or irregularly shaped. In

addition, some products may not have any immediate surface or

outer packaging that lends itself easily to labeling. Examples

of this type of product might include certain foam products,

nuts and bolts, and small electronic or aerosol products.

A second type of product that does not have a display

panel is a "room-sized system" that is generally purchased

without actually being seen under normal purchasing

conditions, such as home insulation, central air-conditioning,

fire extinguisher systems, process refrigeration, cold storage

systems, and very large items such as airplanes or commercial

trucks. Noncommercial cars and trucks, on the other hand, are

often viewed by a purchaser under normal retail purchasing

conditions, and usually have a label in the form of a

"sticker" with the included options, price of the vehicle, and

estimated fuel efficiency. Other products such as portable

fire extinguishers are also likely to be viewed by a purchaser

under normal purchasing conditions. As such, these products

would be considered by EPA to have display panels and would be

required to follow the specifications in subpart III.A.2.a.

above.

Another type of product that may be purchased without
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actually being viewed is a component that is incorporated into

a larger product which is then intended for sale. For example,

a computer manufacturer may purchase electronic circuit boards

from a separate supplier, or a car manufacturer may purchase

nuts and bolts, that are then incorporated into their products

for sale to their ultimate consumers. For this type of product

as well, the purchase decision by the ultimate consumer may be

made without the product actually being seen.

b. Options for labeling

EPA has proposed that the display panel mechanism

specified in subpart III.A.2.a. be used wherever possible. For

those cases where it is not possible to use a display panel,

as described above, EPA proposes that guidelines for

determining other reasonable means to communicate the labeling

information to the purchaser at the time of the purchase

decision must be employed. EPA wants to reiterate that the

responsibility to place the label in a legible and conspicuous

place lies with the manufacturer.

Where a product is unable to follow the display panel

mechanism because, although it is normally viewed by the

purchaser at the time of the purchase decision, it is

extremely small or irregularly shaped such that placement on

the principal display panel is not feasible or it has neither
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a surface that lends itself easily to labeling nor any outer

packaging used in retail display, EPA proposes that the

warning label may appear on a hang tag, tape, card, sticker,

or similar overlabeling that is securely attached to the

container or product.

Another acceptable alternative labeling mechanism for

small or irregularly shaped products is to place the warning

on the display case or packaging in which the product is sold.

A bin of nuts and bolts in a hardware store, using this

alternative, would be required to bear the warning label. In

this scenario, the nuts and bolts might arrive at the retailer

in bulk with an accompanying informational flyer, invoice or

bill of lading carrying the necessary labeling information.

When displayed by the retailer in the store, a sign must be

affixed to the container holding the products that would

communicate the required labeling information to the potential

purchaser. In any case, EPA proposes that the warning label

must be clearly legible and conspicuous under customary

conditions of retail sale.

Products that cannot follow the display panel mechanism

because they are not normally viewed at the point of purchase

decision would be required by EPA to include the warning label

with supplemental printed materials for display or
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distribution prepared by the manufacturer concerning the

product. The phrase "supplemental printed materials" is

considered by EPA to mean any written, printed or graphic

informational or promotional material concerning a product

that is prepared by the manufacturer itself, including

brochures, written advertisements, circulars, package inserts,

desk references, fact sheets, material safety data sheets, and

procurement or specification sheets.

The proposed requirement would not include catalogs or

any other material prepared by any person other than the

manufacturer, such as a distributor or retailer. However, a

distributor or retailer would be required to pass on to the

consumer prior to purchase any supplemental printed material

including the required warning statement that is provided to

the distributor by the manufacturer.

Many federal labeling regulations require informational

or promotional materials to include the required labeling,

including CPSC's labels under the Federal Hazardous Substances

Act, FTC's appliance energy-use labels and home insulation

fact sheets, FDA's over-the-counter drug labels and EPA's

pesticide labels under FIFRA. For home insulation and other

products whose informational or promotional printed materials

are currently regulated, EPA proposes that the labeling
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information be incorporated into existing materials and fact

sheets to the best extent possible without marring,

interfering or detracting from the other existing labeling

requirements.

For components purchased on specification by a

manufacturer, the contract with the supplier could be used as

specified below in section III.A.4.b. to establish whether

ozone-depleting substances are to be used, and if so, which

ones. Following the contractual specification, shipments of

the components would arrive at the manufacturer's plant or

warehouse and the invoice, bill of lading, or other

supplemental printed materials accompanying the component

would contain any labeling information required under §611.

When the manufacturer then introduced the final product

incorporating the component into interstate commerce, it would

be required to include the warning on the product's display

panel.

Under this option, the information about the component

products would be available to the purchaser (in this case, a

manufacturer) at the point of purchase decision (developing

specifications for a contract). If the contract specified the

use of an ozone-depleting substance, the invoice of the

component product would bear the relevant labeling



47

information, which would be passed along to the ultimate

consumer of the manufacturer's final product. (See discussion

on stream of commerce in subpart III.A.4. below.)

EPA believes that as proposed above, including the

warning with the supplemental printed materials ( e.g.,

contracts, marketing brochures, material safety data sheets,

etc.) of products which lack the normally visible display

panels would be a reasonable means of providing consumers with

the labeling information at the point of purchase decision and

would be of minimal burden to manufacturers. EPA requests

comment on its proposed labeling requirement for supplemental

printed materials.

Due to the nature of their use and purchasing conditions,

prescription drugs such as metered dose inhalers (MDIs) could

also merit some alternative labeling option. MDIs are small

aerosol devices which may contain CFCs that are used to

deliver medicine directly to the lungs of patients with asthma

or other pulmonary diseases. MDIs were exempted from the

labeling required by FDA for aerosols containing CFCs.

Section 611 requires labeling of all containers of and

products containing class I substances and includes no

provisions for waivers. Further, §611 does not make any

distinction regarding medical products, while other sections
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of Title VI explicitly provide for exemptions from regulation

for such products. Therefore, EPA is not proposing an

exemption for prescription drugs in this notice. However, EPA

specifically requests comment on the need for special labeling

options for prescription medical products.

EPA generally requests comment on the prevalence of

products without display panels and the extent to which the

alternative labeling options proposed in this subpart are

feasible for these products and fulfill the requirements of

§611.

4. Stream of commerce

Section 611 states that no affected product or container

shall be "introduced into interstate commerce" unless it bears

a specified warning label. EPA today proposes that the

labeling requirement begins at the point of introduction into

interstate commerce and flows through the entire stream of

commerce up to and including the point of sale to the ultimate

consumer.

a. Requirements

The two entry points into interstate commerce generally

recognized by EPA are the warehouse from which a domestic

manufacturer releases the product or container for shipment

and the site of customs clearance for imported products or
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containers. At both of these entry points a product or

container must bear the specified warning label. In addition,

a product or container that is repackaged or incorporated into

another product for resale or shipment will be considered to

be introduced into interstate commerce as a new product. For

example, the label at retail sale of a finished product such

as a computer with several potentially solvent-cleaned

components would have to bear the warning information of all

incorporated components manufactured with a class I substance.

(See subparts III.A.4.b. and III.C.2.b. below for a more in-

depth discussion of solvent-cleaned products and other

products manufactured with class I substances.)

EPA believes that the labeling information accompanying a

product when it is introduced into interstate commerce must be

passed through the stream of commerce to the point of sale to

the ultimate consumer in order for the labeling requirement in

§611 to be meaningful. As stated above, the phrase "ultimate

consumer" in today's notice refers to the first purchaser for

commercial or personal use of a container or product that is

not intended for re-introduction into interstate commerce. An

example of a purchaser that is not the ultimate consumer of a

product would be a manufacturer that purchases components from

another manufacturer and incorporates them into a larger
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product. EPA believes that all consumers should benefit from

the labeling information required by §611 and that for the

labeling requirement to be meaningful it is especially

important that the labeling information be passed on through

the stream of commerce to the ultimate consumer and thus

facilitate the making of an informed purchase decision.

If, on the other hand, the manufacturer of a final

product that contained a component manufactured with a process

that used a class I substance were not obliged to pass on the

component's labeling information with the final product, the

ultimate consumer of the product would have no way of knowing

that a component within the product was manufactured with a

class I substance and could not make an informed choice about

that product, nor would there be any incentive for the

manufacturer to switch to a component that was not

manufactured with an ozone-depleting substance. Thus, EPA

believes that the labeling information must be carried through

to the ultimate purchaser in order to fulfill the intent of

§611. EPA today proposes that the labeling information from

any class I product that is repackaged or incorporated into

another product must be carried through to the ultimate

consumer and that the defacing or removal of a label by anyone

other than ultimate consumer would be considered a violation
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of the regulations implementing §611. EPA requests comment on

its interpretation of the phrase "introduced into interstate

commerce."

EPA is aware of the possible concerns of industry

regarding the burden of determining if incorporated components

were made with a class I substance and therefore their final

products would be required to bear a warning label. Some

complex finished products, such as computers, refrigerators

and cars, can incorporate hundreds of different components

that may or may not contain or have been manufactured with a

class I substance. A benefit of the requirement to pass the

labeling through the stream of commerce is that the

manufacturer would be able to rely on the labeling information

from its suppliers that it receives with the component, as

long as the manufacturer reasonably believes that the

information is correct. The manufacturer would then be

required to pass on any labeling information that it received

when it re-introduces the product into the stream of commerce.

There would be no need for the manufacturer to independently

investigate whether a component from a supplier, for example,

was or was not manufactured with a class I substance, as long

as the manufacturer reasonably believed that the supplier was

reliably and accurately labeling any components manufactured
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with a class I substance. However, a manufacturer would not be

able to rely on the reasonable belief defense when EPA can

show that the manufacturers had actual knowledge or took

affirmative steps to be shielded from the relevant

information. EPA requests comment on the impacts of passing

the required labeling information through the stream of

commerce to the ultimate consumer and on EPA's definition of

stream of commerce.

b. Solvent-cleaned products

EPA believes that labeling can pose a particular

challenge for solvent-cleaned products. In this subpart, EPA

discusses the impact of the labeling requirement through the

stream of commerce on products solvent-cleaned with class I

substances and proposes options for industry to minimize the

burden of the requirement.

Many final products, especially electronics, incorporate

one or more (and often several) different components that may

have been cleaned with a class I solvent (CFC-113 or methyl

chloroform). These components can be manufactured in-house,

but are often purchased either from domestic suppliers or

importers. As a result, a single consumer product such as a

computer may incorporate hundreds of components from

potentially different sources that may or may not have been
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cleaned or otherwise manufactured with a class I substance. As

discussed above, if any components are manufactured with class

I substances then the final consumer product would be required

to pass the labeling information from those incorporated

components through to the ultimate purchaser of the product.

Due to the nature of the cleaning process, determining

whether a given product has or has not been cleaned with a

class I solvent can be difficult. The "pass-through" labeling

requirement proposed above in subpart III.A.4.a. is intended

to relieve manufacturers of the need to independently perform

such an investigation. Provided that the manufacturer

reasonably believes that the supplier is reliably and

accurately following the labeling requirement (products

introduced into interstate commerce, including imported

products, that contain or have been manufactured with a class

I substance must bear the warning label), the manufacturer can

rely on the labeling information that it receives from its

suppliers with the components and is only required to pass on

the labeling information when it re-introduces the product

into the stream of commerce. Thus, the manufacturers of final

products incorporating components that have been manufactured

with a class I substance need only pass the labeling

information received with the components through the stream of
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commerce to the ultimate consumer.

An alternative response to the labeling requirement by

solvent users could be to place the "Warning: Manufactured

with..." label on all products incorporating components that

may have been manufactured with one class I substance. In this

way, if any components within a given product might have been

cleaned with that class I substance, the labeling requirement

has been fulfilled. Because the information passed on to the

consumer may not be fully accurate, EPA does not recommend

this response as a labeling option. However, EPA recognizes

that this option may be efficient for a manufacturer whose

product utilizes several components that may have been

manufactured with a given class I substance, and where the

manufacturer is fairly confident that at least one component

was actually manufactured with that class I substance.

The manufacturer in this example could avoid any

potential administrative costs of separately tracking

components by placing the warning label on every product

incorporating components that may have been manufactured with

a class I substance. However, the text of the warning label

may not in any situation  state that the product "may have been

manufactured with"; the label must include the required text

of "Warning: Manufactured with..." in order to fulfill the
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requirement. The clear disadvantage of this option is that

consumers could wrongfully perceive the product and its

manufacturer as posing a threat to the ozone layer in those

cases where it had not actually been manufactured with a class

I substance.

EPA believes that existing systems that track pertinent

information of components through their manufacturing

processes can in many cases be modified in a way that utilizes

the pass-through requirement to ensure that final products are

correctly labeled. However, EPA below outlines additional

options to reduce the burden for those companies that may have

difficulty tracking all of the components in their products

that may have been manufactured with a class I substance.

Instead of tracking products, manufacturers could use

contract specifications ( i.e., to state in their contract that

supplied components were not to be manufactured with any class

I substance) in order to ensure that their final product does

not need to bear the warning label. (See discussion in subpart

III.A.3. above regarding the labeling of components and other

products without display panels.) As long as the manufacturer

reasonably believes that the terms of the contract were

complied with, the manufacturer may rely on contract

specifications to ensure that purchased components do not



56

contain nor were manufactured with a class I ozone-depleting

substance and, therefore, the manufacturer's final product

would not require a warning label.

Utilizing this option, the manufacturer would avoid both

the costs of tracking components and of labeling by ensuring

that the incorporated components are not manufactured with a

class I substance. In addition, the contracts would provide a

straightforward method of monitoring compliance. However, the

responsibility to carry through the labeling requirement

remains. If, for example, the contract is breached because a

class I substance is used to clean the components, the

component manufacturer must label the component accordingly

and the final product manufacturer must pass along the label

information.

EPA strongly urges manufacturers who can do so to find

and use alternatives to class I substances for their products

to avoid labeling under §611. In fact, EPA anticipates that

the use of class I substances in the manufacturing process of

many products will cease in the near future, particularly in

the area of solvent use. The scarcity of class I substances

created by the phaseout, and the increasing costs added by the

federal excise tax, are already providing a continuing

incentive for manufacturers to use alternatives wherever
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possible.

The final option available to companies whose products

are manufactured with a class I substance is to submit a

petition to EPA to exempt their product from the labeling

requirement. Section 611(d)(2) provides that products

manufactured with a class I substance may not be required to

bear the warning if they do not have currently or potentially

available substitute products or manufacturing processes that

reduce the overall risk to human health and the environment.

(See subpart III.C. below for a discussion of the petition

process.) EPA proposes to review petitions to exempt products

manufactured with a class I substance in conformity with the

provisions of §611 and proposed requirements specified in

today's notice. However, until any such petition is approved

in a final form after notice and comment, the product will be

required to bear the specified warning label.

5. Symbol

EPA is considering, but is not proposing at this time,

requirement of a symbol to accompany the warning text.

Instead, comment is being requested on the appropriateness of

a symbol requirement and on several related issues, including

the marginal benefits of the symbol in terms of reduced ozone

depletion. EPA does believe that there may be benefits to the
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symbol and is interested in public comment. 

Studies by the Federal Trade Commission and other experts

strongly suggest that a symbol ( e.g., a pictogram or shape)

accompanying a warning statement can greatly increase

recognition and comprehension of signs and labels beyond that

of the statement alone. Studies concerning the effectiveness

of symbols reviewed by the Department of Commerce in The

Development of Effective Symbol Signs  (1982) indicate that,

because their message can easily be taken in at a glance,

symbol signs are more likely to draw attention and communicate

information than word-only signs. Other studies have shown

that graphic formats on consumer product labels can greatly

increase the quality of purchase decisions. (See reference

Rudd.) EPA believes that a symbol accompanying the warning

statement required by §611, in conjunction with a public

outreach program, could aid consumers in noticing,

understanding, and remembering the warning label and in making

an informed decision at the point of purchase.

EPA believes that the primary purpose of the labeling

requirement under §611 is to promote a more informed purchase

decision by consumers regarding products using ozone-depleting

substances. To the extent that a symbol makes the label more

noticeable and understandable, it would aid consumers in
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making this decision. EPA believes that a symbol which

increases consumer understanding and recognition of the

warning statement could further facilitate the expression of

consumers' potential preference for products that do not use

any ozone depleting substances.

A 1981 FTC report on the impact of cigarette warnings on

consumers plainly states that "pictures are better remembered

than words" and suggests that a change in the basic shape of

the warning "would substantially improve its effectiveness."

Hundreds of studies concerning symbol effectiveness reviewed

in the 1982 Department of Commerce report arrived at the same

conclusions (see reference). In general, the studies suggested

that symbols create a direct and immediate impact on the

consumer and thus can be recognized significantly more rapidly

and more accurately than signs and labels using only words,

particularly under short or difficult viewing conditions.

An important consideration in proposing a pictogram or

shape as part of the warning labels required by §611 is cost.

EPA believes that any significant additional costs to the

manufacturer in adding a symbol to the required label would

have to be weighed against the benefits of the symbol in terms

of consumer comprehension and, ultimately, greater protection

of stratospheric ozone.
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In their 1981 report on cigarette warning labels, FTC

staff concluded that the only potential cost to the

manufacturer of changing the graphics of the label would be

"the increased advertising space occupied by a warning." The

research done by EPA for the regulatory impact analysis

accompanying this proposed rulemaking indicated that the costs

of printing labels depends significantly more on the number of

colors in the label than on the complexity of the design. The

1982 Commerce report makes several recommendations for the

development of an effective symbol. The pictogram presented

below as a symbol to accompany the warning statement required

by §611 is intended to fulfill the recommendations made by

Commerce for developing effective symbols. EPA has developed

an octagon or "stop-sign" shape that could accompany the

required warning statement.

Earth shape [insert j]

EPA believes that this symbol would substantially
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increase consumer understanding and recognition of the

required warning and thus heighten the effectiveness of the

label. According to the FTC, the half black and half white

octagon shape is one of the two symbols most likely to be

noticed and understood by consumers. EPA also believes that

the proposed symbol meets the recommendations made by Commerce

report for the development of an effective symbol, including a

minimum of fine lettering detail within the shape. As a

result, EPA believes that the cost to printers and labelers

would be minimal, since a change in the substances named in

the text part of the label would not affect the pictogram.

EPA recognizes that §611 was very specific about the text

of the warning label and that a symbol was not mentioned in

the statute, but believes that authority for requiring such a

symbol may be found under §§611 and 301(a) because it assists

in the fulfillment of the statutory mandate that the warning

label be "clearly legible and conspicuous." EPA requests

comment on this issue as well as on the potential benefits of

the symbol. Given that the RIA has found negligible

quantitative benefits for the warning label itself, it could

be argued that the additional requirement might have no

quantifiable benefit, while potentially creating additional

costs. On the other hand, the Agency does anticipate
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significant qualitative benefits from the warning label, that

would be increased by the symbol. EPA requests comment on any

additional administrative and printing costs that could be

incurred if the symbol were required, as well as on whether

there would be quantifiable opportunity costs associated with

the additional space occupied by the symbol on the label and

whether these are justified in light of the qualitative

benefits of the warning label. EPA also requests comment on

the extent to which a symbol would increase the effectiveness

of the warning statement and the appropriateness of requiring

this or any symbol to accompany the mandatory warning

statement.

B. Recoverable Substances Label

EPA also today proposes to require a permanent label on

all products containing a class I or class II substance that

can be recovered or recycled, pursuant to §608 of the Clean

Air Act, as amended. The intent of this proposed labeling

requirement is to clarify for servicers and recyclers in a

consistent manner what ozone-depleting substance is contained

in the product, and to assist them in the recovery or

recycling of the substance through proper information.

1. Authority under §608

Section 608(a)(3) requires EPA to promulgate regulations
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that "(A) reduce use and emission of [ozone-depleting]

substances to the lowest achievable level and (B) maximize the

recapture and recycling of such substances." EPA will propose

regulations to implement the emissions reduction and recycling

requirements of §608. However, EPA also believes that

permanently labeling products containing recoverable class I

and class II ozone-depleting substances would be an effective

way to inform servicers and disposers. As a result, proposed

requirements for a consistent recoverable substances label

have been included in today's notice.

Nearly all products containing recoverable class I and

class II substances, including home refrigerators, portable

fire extinguishers and car air-conditioners, already have such

a permanent label indicating which controlled substance is

used. EPA proposes that, to the extent that they provide the

information specified in this subpart, these existing labels

may be considered to fulfill the recoverable substances

labeling requirement.

2. Benefits of recovery and recycling

Recovery and recycling of class I and class II substances

can yield significant benefits, including both economic and

environmental benefits. Formal cost and benefit analyses have

been prepared for the proposed rulemakings to implement the
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recovery and recycling requirements of §§608 (emissions

reduction) and 609 (mobile air-conditioners). This subpart

qualitatively discusses the potential benefits of recycling

class I and class II substances. Subpart III.B.3. below

discusses the additional benefits of a recoverable substances

label. Further discussion on the costs and benefits of the

recoverable substances label can be found in the regulatory

impact analysis accompanying this proposed rulemaking.

Quantifiable economic benefits can result from recovery

and recycling when they enable owners of equipment using class

I or class II substances to continue using that equipment

during and after the decreasing production of the substances

under the phaseout would have otherwise forced them to

prematurely retire or retrofit their equipment.

Recovery and recycling can also have environmental

benefits when they meet the demand for class I or class II

substances that would have otherwise been met through

additional production of virgin substances. To the extent that

they can take the place of virgin ozone-depleting substances,

recovered and recycled chemicals can reduce overall

production, and therefore ultimately emissions, of harmful

ozone-depleting substances. Recovery and recycling can have an

additional environmental benefit if destruction technology
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becomes more widely used in the future.

3. Additional costs and benefits of labeling products

containing recoverable substances

Due to the importance of knowing what recoverable

substance is contained within a product in order to properly

recover or recycle, EPA believes that a permanent label

clearly stating this information would facilitate effective

recycling at service and disposal. As mentioned above, nearly

all products containing recoverable substances already bear a

permanent label that provides some or all of the information

EPA proposes to require. EPA believes that the costs of

slightly altering the text of an existing label on future

equipment so that it would be consistent with today's proposed

requirements would be minimal. (See regulatory impact analysis

accompanying this proposed regulation.)

EPA believes that there could be significant benefits

from the recoverable substances labeling requirement. By

clearly stating which substance is contained within a product,

the recoverable substances label could facilitate proper

handling of the products. Improperly mixing recovered and

recycled substances would ruin the class I or class II

substance, thus possibly requiring additional virgin

production, or if unknowingly reused it could damage products
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and invalidate warranties. The recoverable substances label

would ensure that servicers and disposers are certain which

substance is contained within the product and thus prevent

potential confusion that might occur as products switch out of

ozone-depleting substances to substitutes.

An additional option would be to require the recoverable

substances label to state: "Federal law prohibits venting and

may require proper recovery or recycling by certified

technicians." This more detailed recoverable substances label

could also aid the Agency in its compliance and enforcement

efforts by providing a clear reminder to the service person

that EPA's regulations prohibit venting and require proper

recovery or recycling of class I and class II substances. A

person who might be unaware of EPA's regulations would be

informed by the recoverable substances label that federal law

prohibits venting. This could both prevent potential harm to

the environment from the venting and reduce the efforts needed

to monitor compliance by alerting potential unknowing

violators of EPA's regulations. In addition, a person who

intentionally vented a class I or class II substance would be

hard pressed to claim that they were unaware of EPA's

regulations if a permanent label on the product clearly states

that federal law prohibits venting.
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Under EPA's program to implement the recovery and

recycling requirements of §608, EPA may require certification

of technicians that service and dispose of products that

contain recoverable ozone-depleting substances to ensure that

they are aware of the prohibition on venting and EPA's

specific regulations on recovery and recycling. As such, EPA

believes that it may not be necessary to include the

additional text discussed in the preceding paragraph in the

recoverable substances labeling requirement and is today

proposing to require the simple statement identifying the

substance. EPA requests comment on the potential costs and

benefits of a simple recoverable substances label requirement

and of the additional text regarding the prohibition on

venting and EPA's specific regulations.

4. Proposed labeling requirements

EPA believes that a recoverable substances label would

result in significant benefits at a minimal cost by providing

useful information to servicers and disposers and thereby

facilitating more effective recovery and recycling. As a

result, EPA today proposes that all products containing a

recoverable class I or class II substance bear a clearly

legible, permanent label stating: "Contains [ insert name of

substance ]."
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EPA believes that controlled substances can currently be

recovered and recycled from all refrigeration and fire

extinguishing products. Thus, EPA proposes that the phrase

"product containing recoverable substance" would at a minimum

include refrigerators, freezers, dehumidifiers, water coolers,

ice machines, air conditioning and heat pump units, and fire

extinguishers.

This label would not be required to be conspicuous at the

point of sale to the purchaser. Instead, EPA proposes that the

label be permanently affixed in a place that is conspicuous to

a service person or disposer, such as the back of the product

or near the compressor. For example, the recoverable

substances label for a home refrigerator might appear on the

back plate with the UL Seal, serial number, et cetera .

The name of the substance inserted into the recoverable

substance label, similar to the warning statement described in

part III.A., should be the standard chemical name as listed in

the Federal Register  notice of January 22, 1991 (56 FR 2420).

The only authorized modifications would be "CFC" for

chlorofluorocarbon, "HCFC" for hydrochlorofluorocarbon, and

"1,1,1-trichloroethane" for methyl chloroform. For example, a

refrigerator charged with chlorofluorocarbon-12 would bear a

label stating: "Contains CFC-12."
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Because the recoverable substances label is not

specifically intended to inform purchasers, and because the

size range of the affected products is relatively narrow, EPA

is not today proposing that the recoverable substances label

follow the "principal display panel" mechanism for placement

and type size or that any symbol accompany the recoverable

substances label. Instead, EPA proposes that the recoverable

substance label be placed permanently on the product so that

it would be conspicuous to a service person or disposer with a

minimum type size of 3/32 of an inch.

As stated above, EPA believes that nearly all products

containing recoverable class I and class II substances already

have a permanent label indicating which controlled substance

is used and proposes that, to the extent that they provide the

information specified in this subpart, these existing labels

may be considered to fulfill the recoverable substances

labeling requirement. EPA requests comment on the need for and

utility of a permanent recoverable substances label, the

extent to which this type of labeling already exists, and

EPA's estimates of the potential costs of requiring such a

label.

C. Petitions

Section 611(e) states that any person may petition the
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Agency after May 15, 1992 to apply the labeling requirements

of the section to any product containing a class II substance

or any product manufactured with a class I or class II

substance that is not otherwise subject to the requirements.

Section 611(e) also states that any petition of this sort must

include a showing by the petitioner that there are data on the

product adequate to support the petition. In this part, EPA

discusses petitions to add class II products to the labeling

requirement and petitions to temporarily  exclude products1

manufactured with a class I substance from the labeling

requirement. For both types, EPA proposes procedural

requirements for submission and evaluation of petitions and

criteria for determining if data included in the petition are

adequate.

Determinations regarding both types of petitions would be

based primarily on the availability of substitutes that reduce

the overall risk to human health and the environment. Sections

611(c) and (d) specify that EPA should take into consideration

both "currently" and "potentially" available substitutes when
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making such determinations. EPA generally considers "currently

available" to mean that the substitute is adequately tested

and widely available in commercial quantities. EPA regards

"potentially available," on the other hand, as meaning that

there is adequate information to make a determination that the

substitute is technologically feasible, environmentally

acceptable and economically viable. EPA requests comment on

its interpretation of the terms "currently available" and

"potentially available."

1. Types of petitions

As stated above, EPA anticipates two possible types of

petitions. Section 611(e) explicitly sets out requirements for

petitions to add to the labeling requirement products

containing class II substances or manufactured with class I or

class II substances which are not otherwise subject to them.

EPA today also proposes requirements for any petitions to

temporarily remove a product manufactured with a class I

substance from the labeling requirement. These proposed

requirements for petitions to exempt products are, to the

furthest extent practicable, parallel to the statutory

requirements for petitions to add products to the labeling

requirement.

a. Add class II products to labeling requirement
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Section 611 states that the labeling requirement shall

apply to products containing or manufactured with a class II

substance if EPA determines that there are substitute products

or manufacturing processes: (A) that do not rely on the use of

such class I or class II substance, (B) that reduce the

overall risk to human health and the environment, and (C) that

are currently or potentially available.

EPA is not today proposing that the labeling requirements

apply to any products containing or manufactured with class II

substances. Instead, EPA proposes a process to implement the

statutory requirements for petitions, including procedures for

the submission and evaluation of petitions and criteria for

determining if data on the product included by the petitioner

are adequate. In response to successful petitions, and

following any independent determinations made by the Agency

regarding the availability of acceptable substitutes, EPA

intends to subsequently apply the labeling requirement to

specific products containing or manufactured with class II

substances.

EPA plans to coordinate its process for petitions to add

products to the labeling requirement under §611 with its

regulations implementing §612 (Safe Alternative Program).

Section 612 requires EPA to make determinations on the
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availability of substitutes for class I and class II

substances based on criteria identical to those specified by

§611 (see part II.E. above). EPA believes that determinations

under §612 will provide guidance for the evaluation of

petitions to add class II products to the labeling requirement

under §611. Thus, in order to maintain consistency between the

Labeling and Safe Alternatives programs, EPA today proposes to

coordinate with the requirements of §612 its guidelines and

criteria for determining if data included by the petitioner

are adequate for class II petitions under §611.

EPA could potentially receive a petition to re-apply the

labeling requirement to a product manufactured with a class I

substance that it has temporarily exempted from the

requirement. In this case, the petition to re-apply the

labeling requirement would need to follow the same procedure

that is proposed below for the petitions to temporarily

exempt.

b. Temporarily remove products manufactured with class I

substances from the labeling requirement

Section 611 allows a temporary exemption to the labeling

requirement for a product manufactured with a class I

substance if EPA determines that there are no substitute

products or manufacturing processes for such product that (A)
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do not rely on the use of such class I substance, (B) reduce

the overall risk to human health and the environment, and (C)

are currently or potentially available. As discussed above in

subpart II.B., examples of products manufactured with a class

I substance include solvent-cleaned products, open-celled foam

products, products using adhesives or coatings with solvents,

and certain food and tobacco products.

Products cleaned with the solvents CFC-113 and methyl

chloroform represent by far the largest use-sector of products

manufactured with a class I substance. According to UNEP's

Electronics, Degreasing and Dry Cleaning Solvents Technical

Options Report , "There is no single substitute for all uses of

CFC-113." However, the report goes on to state that "every use

area has one or more available alternative(s) which can be

adopted." In addition, the report states that "It is

technically feasible to freeze or substantially reduce the

production and use of 1,1,1-trichloroethane without affecting

a timely phaseout of CFC-113." (See reference, p.4.)

Based upon the findings of this report, and the Agency's

own investigation of the availability of substitutes (see

regulatory impact analysis accompanying this proposed

rulemaking), EPA believes that it is unable to make a positive

determination for any product manufactured with a class I
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substance that there are no substitute products or processes

at least potentially available that reduce the overall risk to

human health and the environment. However, EPA recognizes that

the UNEP assessment and its own analysis may not adequately

address special situations or unique cases where an exception

might be warranted.

EPA does not today propose to make a determination

regarding products manufactured with class I substances. EPA

was unable to make such a determination in light of the

available information and the extremely large number of

products. As with petitions to add products to the labeling

requirement, EPA instead proposes a process for evaluating

petitions to temporarily exempt products manufactured with a

class I substance on a case-by-case basis. EPA specifically

requests comment and additional information on the

availability of substitutes for products manufactured with

class I substances. However, commenters requesting specific

action by the Agency in the form of a petition should refer to

the text below for procedural requirements for the submission

and evaluation of petitions.

In subparts III.C.2. and 3. below, EPA proposes

procedural requirements for petitions and criteria for

determining if data submitted by the petitioner are adequate.
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2. Procedural requirements for submission and evaluation

In this subpart, EPA proposes procedural requirements for

the submission and evaluation of petitions to add a product

containing or manufactured with a class II substance to or

temporarily exempt a product manufactured with a class I

substance from the labeling requirement under §611.

Section 611(e)(1) requires EPA to review within 180 days

any petition to add a product to the labeling requirement that

it receives after May 15, 1992. Parallel to this requirement,

EPA proposes the same review period for petitions to

temporarily exempt a product from the labeling requirement.

This review will likely not include actual technical facility

or laboratory testing by the Agency but instead be limited to

a critical analysis of the reported test results and

associated uncertainty analysis. The 180 day limit will begin

once EPA receives an petition that includes data that are

adequate, as defined in subpart III.C.3. below. If the

petition does not include adequate data, EPA may return the

petition to the applicant and request specific additional

information.

If the data included in the petition are adequate but EPA

determines that the criteria for exempting a product from the

labeling requirement have not been met, EPA will notify the
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petitioner and may, in appropriate circumstances ( e.g., when

all of the manufacturers in an industry with numerous

companies are likely to request exemption for a specific

product), publish an explanation of the petition denial in the

Federal Register . Pursuant to §611(e)(1), EPA is required to

publish an explanation of such a denial of a petition to add a

product to the labeling requirement.

If adequate data are included in the petition and EPA

makes a tentative decision to grant the petition, EPA will

notify the petitioner and publish a proposed rule to add the

product to or remove the product from the labeling requirement

in the Federal Register  requesting comment. After reviewing

all public comments and staff recommendations, EPA will make a

final determination concerning the proposed rule within one

year of receiving a petition that includes adequate data. This

final determination will respond to all comments made on the

proposed rule.

If EPA publishes a final rule applying the labeling

requirement to a product, the effective date will, pursuant to

§611(e)(1), be one year after the final rule is published. If

EPA publishes a final rule temporarily removing the labeling

requirement from a product, the effective date will be the

date of publication of the final rule in the Federal Register .
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However, any product that is labeled before the effective date

would be required to remain labeled through the stream of

commerce up to and including the point of sale to the ultimate

consumer. EPA requests comment on its proposed procedural

requirements for the submission and evaluation of petitions to

add a product to or temporarily remove a product from the

labeling requirement.

3. Adequate data

Section 611(e)(2) states that "Any petition under this

paragraph shall include a showing by the petitioner that there

are data on the product adequate to support the petition."

Parallel to this requirement, EPA proposes that petitions to

temporarily exempt a product from the labeling requirement

must also include a showing of adequate data.

In order to be considered adequate, EPA proposes that a

petition must include a showing of sufficient quality and

scope of whether there are or are not substitute products or

manufacturing processes that: (A) do not rely on the use of

such class I substance, (B) reduce the overall risk to human

health and the environment, and (C) are currently or

potentially available. These are the criteria set forth in

§§611(c) and (d) for the determination required to add a

product containing or manufactured with a class II substance
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to or temporarily exempt a product manufactured with a class I

substance from the labeling requirement under §611.

Fulfilling the above criteria for petitions to

temporarily exempt entails proving a "negative" ( i.e., that

there are no substitutes), which is generally acknowledged to

be extremely difficult to do with absolute certainty. For

example, a petitioner would not only have to show that its

testing and analysis of currently available substitutes was

accurate, reproducible and performed in accordance with

accepted quality assurance practices, but also that no other

substitutes are potentially available. As a result, EPA is

today proposing an extensive explanation of what data it would

require in such a petition and how the data must be presented

by the petitioner in order to be considered "adequate."

a. Identification requirements

In this subpart, EPA proposes identification requirements

for petitions to add a product that contains or is

manufactured with a class II substance to and petitions to

temporarily exempt a product that is manufactured with a class

I substance from the labeling requirement. These proposed

identification requirements address who may file petitions,

when petitions may be filed, where and how to file, length of

time requested for exemptions, certification of accuracy, and



80

requests for additional information. In order to facilitate

review of the petitions, EPA proposes that any petition must

be labeled and required sections numbered following the format

specified in this subpart.

EPA proposes that in a part clearly labeled "Section

I.A." the petitioner must give his or her full name, address

and telephone number, fully identify the product that is the

subject of the petition, and, if the petition is to

temporarily exempt a product from the labeling requirement,

identify who the manufacturer or manufacturers of that product

are.

Section 611(e)(1) states that any person may petition the

Agency regarding the application of labeling requirements to

products containing a class II substance or products

manufactured with a class I or class II substance. As such,

EPA will review a petition of adequate data that it receives

from any person. Where possible, however, the Agency strongly

encourages petitioners to file "class action" petitions for

all manufacturers of the same product or for all products that

are similar. If petitions are specific to individual products

manufactured by individual companies, for example, the number

of petitions to be reviewed by EPA is likely to be much

greater than if petitions are general for all manufacturers of
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a given product or products. Due to potential resource

limitations, larger numbers of petitions would likely lengthen

the time for any single petition to be reviewed.

Petitions should be sent to Labeling Program Manager,

Global Change Division, Office of Atmospheric and Indoor Air

Programs, U.S. Environmental Protection Agency, ANR-445, 401 M

Street, S.W., Washington, D.C. 20460. Two copies should be

submitted.

As stated above, EPA can grant only a temporary exemption

from the labeling requirement under §611. Therefore, a

petition to temporarily exempt a product manufactured with a

class I substance must include, in a part clearly labeled

"Section I.A.T.," the length of time for which he or she is

requesting an exemption.

The petition must be certified by the petitioner to be

true, accurate and complete. In a part clearly labeled

"Section I.B.," the petitioner must include the following

statement, signed by the petitioner or an authorized

representative:

"I certify under penalty of law that I have personally

examined and am familiar with the information submitted in

this petition and all attached documents, and that, based on

my inquiry of those individuals immediately responsible for
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obtaining the information, I believe that the submitted

information is true, accurate, and complete. I am aware that

there are significant penalties for submitting false

information."

Section 611(e)(3) states that if the Administrator

determines that the information on the product included in the

petition is not sufficient to make the necessary

determination, EPA will use any authority available to the

Administrator under any law administered by the Administrator

to acquire such information. As such, EPA may use the

authority under §114 of the Clean Air Act, for example, to

request additional information from the petitioner or the

manufacturer of the product that is the subject of the

petition in order to render a determination on the petition.

The Agency believes that it may also use such authority to

request additional information in response to petitions to

temporarily exempt. However, EPA's ability to acquire further

information does not exempt the petitioner from the

requirement to provide data adequate to support the petition.

b. General claim requirement

Hundreds of thousands of different products may contain a

class II substance or be manufactured with a class I or class

II substance. Each of these products may have different
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qualities which affect the availability or safe use of

potential substitutes. As a result, EPA is not today proposing

specific tests to be conducted or analytical methods to be

used in support of a petition. Instead, EPA is proposing

general claim and supporting data requirements to ensure that

whatever testing and analysis is done by the petitioner be of

sufficient quality and scope to support a determination that

substitutes that reduce the overall risk to human health and

environment are or are not currently or potentially available.

The petitioner is free to choose the method or methods that

substantiate the claim. However, the burden of proof is on the

petitioner to show that these methods are, indeed,

appropriate. EPA specifically requests comment on its proposal

of a general claim requirement for the petition process as

opposed to specific testing requirements.

In a part clearly labeled "Section I.C." EPA proposes

that the petitioner must fully explain the basis for the

petitioner's contention that there are or are not substitute

products or manufacturing processes currently or potentially

available that reduce the overall risk to human health and the

environment.

For petitions to add a product containing or manufactured

with a class II substance to the labeling requirement, EPA
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would expect the petitioner to show to a reasonable extent

that at least one substitute meets all of the criteria for

availability and reducing risk. As mentioned above, EPA

proposes to evaluate petitions to apply the labeling

requirement to any products manufactured with or containing a

class II substance in coordination with its regulations to

implement the requirements of §612. Section 612 authorizes EPA

to promulgate regulations that, to the maximum extent

practicable, replace class I or class II substances with

chemicals, product substitutes or alternative manufacturing

processes that reduce overall risks to human health and the

environment. Proposed regulations implementing the

requirements of §612 are currently under development.

As part of the rulemakings in which EPA identifies

available substitutes for class II products that reduce the

overall risk under §612, EPA intends to apply the labeling

requirements under §611 to those products where class II

substances are still being used. Conversely, a determination

that there are no currently or potentially available

substitutes for class II products that reduce overall risk

would not result in a labeling requirement. EPA thus proposes

to evaluate petitions to add a class II product to the

labeling requirement under §611 in coordination with
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determinations made under §612.

For petitions to temporarily exempt a product

manufactured with a class I substance, EPA would expect the

petitioner to show to a reasonable extent that all potential

substitutes have been examined. The explanation in Section

I.C. should be done separately for each potential substitute

examined by the petitioner (and numbered separately, e.g.,

I.C.1., I.C.2., etc.) and should refer to the required

supporting analyses accompanying the petition as specified in

this subpart.

For example, alternatives to cleaning electronic circuit

boards with class I substances are generally divided into five

categories: aqueous cleaning; low residue fluxes or "no-clean"

assembly; controlled atmospheric soldering; alternate solvents

(including chlorinated solvents, alcohols and HCFCs); and

hydrocarbon or surfactant cleaning. (See reference Manual of

Practices to Reduce and Eliminate CFC-113 Use in the

Electronics Industry.) At a minimum, EPA expects that a

petition to exempt solvent-cleaned circuit boards from the

labeling requirement would include detailed examinations of

each of these categories with specific technical explanations

and references to accompanying test results.

c. Supporting data requirements
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EPA expects that references in support of the general

claim for a petition to add a product containing or

manufactured with a class II substance to or temporarily

exempt a product manufactured with a class I substance from

the labeling requirement would include one or more of the

following: technical or laboratory testing; literature

surveys; and economic analysis. Supporting data requirements

for each of these references are described below.

In a part clearly labeled "Section II.A.," the petitioner

must fully describe any technical or laboratory tests used to

support the petitioner's claims, including citations to

appropriate technical references. All analysis and testing

performed by the petitioner must be accurate, reproducible and

performed in accordance with accepted quality assurance

standards. In addition, an overall quality assurance and

quality control plan must address all aspects of the tests or

demonstrations and must be fully explained in this Section.

Quality assurance standards might include "good

laboratory" operations such as adequately trained and

experienced personnel, good physical facilities and equipment,

certified reagents and standards, and frequent servicing and

calibration of instruments. An overall quality control plan

might also include the following programs: 1) the sole use of
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methods that have been studied collaboratively and found

acceptable ( i.e., "Standard Methods"); 2) routine calibration

of analytical instruments using reference standards at least

once each day, and 3) confirmation of the ability of a

technical facility or laboratory to produce acceptable results

by requiring analysis of a few reference samples once or twice

a year.

Estimation techniques used by the petitioner in technical

and laboratory tests must be appropriate, and test protocols

accepted by appropriate standards organizations must be used.

Examples of appropriate standards organizations include the

American Society for Testing Materials (ASTM) and the

Institute for Interconnecting and Packaging Electronic

Circuits (IPC).

For each technical or laboratory test explained in

Section II.A. (and numbered separately as II.A.1., II.A.2.,

etc.), the petitioner must identify what estimation techniques

and what test protocols were used and why these techniques and

protocols were appropriate.

In a part clearly labeled "Section II.B.," the petitioner

must fully describe any values taken from literature or

estimated on the basis of known information, as opposed to

direct measurements in the technical facility or laboratory,
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that are used to support the petitioner's claim. The

petitioner must identify which values have been taken from

literature or estimated on the basis of known information and

explain why these values are appropriate. EPA expects that

values used in support of a petition that are not the result

of direct technical or laboratory testing would derive only

from reputable peer-reviewed journals and would use

theoretical studies that are based on conservative values.

In a part clearly labeled "Section II.C.," the petitioner

must fully explain any economic analysis used to support the

petitioner's claim. Economic impacts will only be considered

in the context of determining whether a substitute is a viable

alternative in that particular application. Such an analysis

could include quantitative estimates of the costs associated

with implementing an otherwise available substitute. If the

petition asserts that implementing an available substitute

will adversely affect the quality of a product, the petitioner

should provide quantitative estimates of the expected impacts

of such an outcome. Where potential economic consequences are

not quantifiable, a full explanation of the potential impacts

should be provided.

In support of any values used to support a petition that

are drawn from technical or laboratory testing, available
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literature or economic analysis, EPA believes that it would be

appropriate for the petitioner to present a thorough

sensitivity analysis to identify and assess aspects of the

test that contribute significantly to uncertainty. This

analysis would show what assumptions or factors have the

greatest bearing on the outcome of the test if they are

changed or found to be incorrect. Although the Agency is not

proposing to require that a sensitivity analysis accompany

every petition at this time, it requests comment on whether

such analysis should be required. EPA expects that affected

industries that believe that they should not be subjected to

the labeling requirement will submit petitions for categories

of products as a group, and thus have the resources to carry

out this detailed analysis, which could contribute to the

Agency's making appropriate determinations under §611. 

EPA today proposes that any petition that does not

include the certification requirements of sections I.A., I.B.,

and II.A. through II.C., in the format described above for

each potential substitute examined by the petitioner, may be

considered inadequate and returned to the petitioner.

4. Comments at proposal to add products to or remove

products from the labeling requirement

EPA is specifically interested in any information
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regarding the current or potential availability of substitutes

that reduce the overall risk to human health and the

environment for products containing class II substances or

products manufactured with class I or class II substances.

However, since all the information described in the subparts

above would be required to ascertain the validity of a claim

regarding the availability of such substitutes, EPA strongly

encourages commenters that are in effect petitioning EPA to

act on their information to meet all of the specified

requirements for petitions.

D. Economic Assessment of the Proposed Regulation

1. Estimates of costs and benefits

EPA recognizes that there are a variety of potential

costs associated with this rulemaking, including the

following: the cost of reformulating or redesigning

products to avoid labeling, administrative costs, additional

printing costs, per unit costs of adding labels or tags,

additional inventory management costs, and the label space

opportunity cost. For many of the chemicals, the cost to

reformulate a product or redesigning a product in reaction to

this rule is not likely to occur because, as is recognized in

the RIA, producers and manufacturers will be switching to CFC

substitutes as quickly as is technologically possible, due to
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the phaseout regulations. For methyl chloroform, however, some

acceleration of the phaseout may be possible as a result of

today's proposed rule. Costs include those for one-time

actions involved with changing existing labels to include the

required warning statement and for administrative actions,

such as developing a corporate position on how to implement

the labeling requirement. The only end-use sectors expected to

have per-unit costs are household and other refrigerated

appliances because this sector is expected to apply a separate

label to comply with the rule rather than modify an existing

label. As a result, these one-time costs may be annualized

over the effective length of the regulation (until phase-out).

For example, if annualized over seven years at a discount

rates of 2, 6 and 10 percent per year, then the costs of

labeling would equal, respectively, $9.2, $79.6 and $91.3

million. Annualized costs for reformulating products using

methyl chloroform using the same rates were calculated to be

$120, $140 and $160 million.

Both quantifiable and qualitative benefits are expected

to result from the proposed regulation. Quantifiable

pollution-prevention benefits would result from the proposed

regulation to the extent that there is any decreased use of

harmful ozone-depleting substances. Decreased use could occur
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because of better informed consumers buying fewer products

that contain or are manufactured with ozone-depleting

substances or because of manufacturers, anticipating an

adverse consumer reaction, reformulating their products

without the use of ozone-depleting substances. EPA's RIA

analysis was unable to quantify the benefits of labeling.

Nonetheless, qualitative benefits associated with the more

accurate expression of consumer preferences are expected.

Quantitative benefits resulting from an earlier phaseout are

unlikely for CFC products because they will be switching to

alternatives due to the phaseout. Total potential benefits to

the reformulation/redesigning of MCF products, which could be

chosen by manufacturers in place of labeling, were estimated

to be from $743 and $1200 million.
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Potential Costs and Benefits of the Proposed Regulations
(millions of dollars)

Labeling  60 - 445 qualitative

Reformulating/Redesigning    770 743 - 1200
Products

Costs Benefits

The first benefit that was analyzed qualitatively is that

the labeling requirement results in a better informed

consumer, which adds to the effectiveness of the marketplace

by providing more accurate expression of consumer preferences.

One of the main objectives of the labeling program is to

educate the public about products that contain or were

manufactured with ozone-depleting substances. The label will

identify all such products and thus allow better informed

consumers to express their preferences in the marketplace. In

addition, a qualitative benefit would result from the

recoverable substances label. Accurate and consistent labeling

of products containing recoverable ozone-depleting substances

would enhance implementation and enforcement of EPA's

refrigerant recycling program.

Data from the phase-out analyses were employed to

estimate the annual quantity of ozone-depleting substances

that would be used in each end-use sector. In end-use sectors

where the phase-out analyses does not predict that by May 15,
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1993 (the effective date of the labeling rule) full

implementation of technologically available substitutes will

occur, there is a potential for the labeling rule to give

companies an added incentive to phase out ozone-depleting

substances faster than the predicted rate. The incremental

benefits associated with the potential reduction in the use of

ozone-depleting substances (less skin cancer deaths,

cataracts, etc.) could be significant. For example, EPA

estimated that the full potential savings that could result

from decreased use of methyl chloroform in aerosol and

adhesive/coating products could total between $743 million and

1.2 billion. This calculation assumes, as discussed in the RIA

on page 43, that MCF use in other sectors does not increase,

such as in sectors where consumers could be less sensitive to

labeling. EPA also estimated that the incremental costs of an

early phase-out due to the labeling rule in sectors where the

potential reductions in the use of ozone-depleting substances

are greater than predicted in the phase-out analysis would

roughly equal the estimated benefits.

2. Impact on small entities

Although this rule may affect thousands of products, as

suggested by the list in Appendix A, the Agency believes that

the regulation, if promulgated, will not have a significant
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impact on a substantial number of small entities. EPA

informally examined the impacts on small entities in the

regulatory impact analysis accompanying this proposed

regulation. Based upon its analysis, EPA believes that the

labeling costs will vary directly with the size of the firm.

In other words, EPA anticipates that small businesses will

have significantly lower total costs than large businesses.

The costs of labeling analyzed by EPA in the regulatory

impact analysis include both administrative costs, such as

developing a corporate position on how to implement the

labeling requirement, and costs involved with changing

existing labels to include the required warning statement. EPA

used a report published by FDA (see reference Compliance Costs

of Food Labeling Regulations  1991) to predict the

administrative costs of labeling. FDA estimated that these

costs would be significantly lower for smaller firms than for

larger firms. The average administrative costs for firms with

net sales less than $100 million were estimated to be $850 per

firm, while the costs for firms with $100 million to $1

billion in net sales were estimated to be $6,067 per firm and

the costs for firms greater than $1 billion were estimated to

be $10,733 per firm.

EPA relied on the estimates of professionals in each end-



96

use sector to roughly predict the one-time costs of changing

existing labels on an average across the sector. EPA believes

that these costs will also vary directly with the size of the

firm. For example, a small business is likely to have fewer

product lines than a large business. As a result, the small

business would have fewer existing product line labels to

change and therefore lower costs. In addition, any per-unit

labeling costs would be lower for smaller firms that would

likely sell fewer units than large firms.

Based upon its regulatory impact analysis, EPA believes

that only a few of the significantly impacted end-use sectors

are likely to include any small businesses. These are:

aerosols manufacturers and repackagers (especially fillers),

and manufacturers using solvents or adhesives in their

products. Even to the extent that they exist within these

sectors, the costs of changing the label will not necessarily

be born by the small businesses. For example, aerosol fillers

may include some small businesses but this sector is a service

industry that is not likely to bear the cost of changing the

label. Instead the cost is likely to be born by the chemical

manufacturer employing the filler. These chemical

manufacturers are not generally small businesses.

Given the flexibility in the proposed rule as to
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compliance methods, especially for products using solvents or

adhesives, EPA believes that the actual labeling costs

incurred by small businesses could be significantly less than

EPA predicted for an average business in its regulatory impact

analysis. In addition, since most manufacturers periodically

change their labels for various reasons as a standard business

practice, EPA believes that the lead time built into the

statutory deadlines (one year between final rules and

effective date) will further reduce the labeling costs for

small and large businesses below EPA's estimate.

Based upon its analysis of the administrative costs of

labeling and the costs associated with changing existing

labels, EPA believes that although this rule may affect many

small entities the proposed regulation would not have a

significant impact on a substantial number of small entities.

The Agency requests comment on the costs of these

regulations to small entities and whether additional costs may

be incurred by them due to large inventories of labels

existing on May 15, 1993 that would not include the required

test and thus would have to be modified or replaced. EPA

requests information on the likelihood of this situation

occurring and, to the extent that small entities could incur

additional costs, seeks comment on the possible treatment of
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the problem and methods to minimize any such costs.

IV. "OZONE-FRIENDLY" LABELING

The issue of "positive" or "green" labeling of products

regarding their effect on stratospheric ozone has been

recently addressed by the Federal Trade Commission (FTC), the

State Attorneys General and others. For example, FTC recently

announced a consent agreement with a manufacturer of spray

products that would prohibit the use of "ecologically safe"

claims for products containing class I ozone-depleting

substances. This prohibition included the use of the terms

"ozone-friendly," "ozone-safe" and similar terms. 

Recommendations for responsible environmental

advertising, including references to ozone safety, were

developed in The Green Report  (November, 1990) and updated in

The Green Report II  (May, 1991) by a Task Force of State

Attorneys General from California, Florida, Massachusetts,

Minnesota, Missouri, New York, Tennessee, Texas, Utah,

Washington and Wisconsin. Building on the actions taken by the

FTC against products containing ozone-depleting ingredients

which are promoted as "ozone-friendly," The Green Report II

specifically states that "The Task Force is also concerned

that stating that such a product 'contains no CFCs' may also

mislead because the phrase 'no CFCs' may mean 'safe for the
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ozone' to many consumers." It also suggests that labeling a

product that does not contain any ozone-depleting substances

as "safe for the environment" may be misleading "because many

of these products contain volatile organic compounds that are

linked to the creation of ground level ozone, a component of

smog." Finally, the Report recommends that "A more

appropriate, less confusing claim for such a product would be

one which states 'contains no ozone depleting ingredients' or

'does not contribute to ozone depletion.'"

EPA fully supports the actions by the FTC and the State

Attorneys General in the area of environmental claims and

recognizes that significant confusion may exist with regard to

the use of CFCs and other class I and class II ozone-depleting

substances in consumer products, most notably aerosols. In

response to this and other issues, EPA recently joined with

the FTC and the U.S. Office of Consumer Affairs (OCA) to form

an interagency task force on environmental labeling. The

purpose of the task force is to provide a coordinated and

cohesive national response to the issue of environmental

labeling and marketing claims, including claims of ozone

safety. Guidelines on several environmental claims will be

published in the Federal Register  in the near future.

Section 611 of the Clean Air Act mandates warning labels
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on products containing or manufactured with ozone-depleting

substances but does not authorize EPA to regulate the use of

terms such as "ozone-friendly." Nonetheless, EPA has presented

the recent actions by FTC and the State Attorneys General in

order to inform the public about the status of this related

issue. EPA also believes that, while the broad issue of

environmental claims is not directly addressed by §611, the

warning label requirement will help to alleviate some of the

confusion currently surrounding claims like "ozone-friendly"

and "contains no CFCs" by clearly informing consumers as to

which products use ozone-depleting substances.

V. ADDITIONAL INFORMATION

A. Executive Order 12291

Executive Order (E.O.) 12291 requires the preparation of

a regulatory impact analysis for major rules, defined by the

order as those likely to result in:

(1) An annual effect on the economy of $100 million or

more;

(2) A major increase in costs or prices for consumers,

individual industries, Federal, State or local government

agencies, or geographic industries; or

(3) Significant adverse effects on competition,

employment, investment, productivity, innovation, or on the
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ability of the Unites States-based enterprises to compete with

foreign-based enterprises in domestic or export markets.

EPA has determined that this proposed regulation does not

meet the definition of a major rule under E.O. 12291 and has

therefore not prepared a formal regulatory impact analysis.

EPA has instead prepared a detailed economic analysis (see

background document accompanying this proposed rulemaking and

part III.D. above) which estimates and compares the potential

costs and benefits of the proposed regulation, using the

reductions of production and consumption under the phase-out

as a baseline.

B. Regulatory Flexibility Act

The Regulatory Flexibility Act, 5 U.S.C. 601-602,

requires that Federal agencies examine the impacts of their

regulations on small entities. Under 5 U.S.C. 604(a), whenever

an agency is required to publish a general notice of proposed

rulemaking, it must prepare and make available for public

comment an initial regulatory flexibility analysis (RFA). Such

an analysis is not required if the head of an agency certifies

that a rule will not have a significant economic impact on a

substantial number of small entities, pursuant to 5 U.S.C.

605(b).

The Agency believes that the regulation, if promulgated,
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will not have a significant impact on a substantial number of

small entities and has therefore concluded that a formal RFA

is unnecessary. Instead, EPA informally examined the impacts

on small entities in the background document accompanying this

proposed regulation. (See docket and part III.D. above.)

C. Paperwork Reduction Act

Any information collection requirements in a proposed

rule must be submitted for approval to the Office of

Management and Budget (OMB) under the Paperwork Reduction Act,

44 U.S.C. 3501 et seq. While this proposed rule does include

provisions for manufacturers of products that are manufactured

with class I ozone-depleting substances to petition the Agency

for temporary exemption, EPA does not expect that 10 or more

manufacturers will initiate a petition after the regulations

are promulgated. Therefore, EPA has determined that the

Paperwork Reduction Act does not apply and no Information

Collection Request document has been prepared.
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Part 1:  PARTIAL LIST OF PRODUCTS POTENTIALLY RELEASING CLASS
I 

OR CLASS II SUBSTANCES
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Part 2:  PARTIAL LIST OF INDUSTRIES USING MCF OR CFC-113 FOR
SOLVENT CLEANING
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Title 40, Code of Federal Regulations, Part 82, is amended to

read as follows:

1. The authority citation for Part 82 continues to read as

follows:

PART 82 - PROTECTION OF STRATOSPHERIC OZONE

Authority: 42 U.S.C. 7671-7671(q)

2. Subpart E is added to the proposed revision of part 82

(56 FR 43842) September 4, 1991 to read as follows:

Subpart E The Labeling of Products Using Ozone-Depleting

Substances

82.100 Purpose

82.102 Applicability

82.104 Definitions

82.106 Warning Label Requirements

82.108 Placement of Warning Label

82.110 Form of Warning Label

82.112 Removal of Warning Label

82.114 Compliance by Manufacturers Using Components

82.116 Compliance by Wholesalers, Distributors and

Retailers

82.118 Petitions

82.120 Recoverable Substances Label

82.122 Prohibitions
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§ 82.100 Purpose.

The purpose of this subpart is: (a) to require warning

labels on containers of and products containing or

manufactured with certain ozone-depleting substances, pursuant

to §611 of the Clean Air Act, as amended; and (b) to require

permanent labels on products containing ozone-depleting

substances that can be recovered or recycled, pursuant to §608

of the Clean Air Act, as amended.

§ 82.102 Applicability.

(a) On May 15, 1993, the requirements of this subpart

shall apply to the following containers and products:

(1) All containers in which a class I or class II

substance is stored or transported.

(2) All products containing a class I substance.

(3) All products manufactured with a process that uses a

class I substance, unless the Administrator determines for a

particular product that there are no substitute products or

manufacturing processes for such product that do not rely on

the use of a class I substance, that reduce overall risk to

human health and the environment, and that are currently or

potentially available. If the Administrator makes such a

determination for a particular product then the requirements

of this subpart are effective for such product no later than
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January 1, 2015.

(b) On January 1, 2015 in any case, or any time between

May 15, 1993 and January 1, 2015 that the Administrator

determines for a particular product that there are substitute

products or manufacturing processes for such product that do

not rely on the use of a class I or class II substance, that

reduce the overall risk to human health and the environment,

and that are currently or potentially available, the

requirements of this subpart shall apply to the following:

(1) All products containing a class II substance.

(2) All products manufactured with a process that uses a

class II substance.

(c) On May 15, 1993, the requirements of this subpart

shall apply to all products containing a recoverable class I

or recoverable class II substance.

§ 82.104 Definitions.

(a) Class I substance  means any substance designated as

class I in the Federal Register notice of January 22, 1991 (56

FR 2420) including chlorofluorocarbons, halons, carbon

tetrachloride and methyl chloroform and any other substance so

designated by the Agency at a later date.

(b) Class II substance  means any substance designated as
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class II in the Federal Register notice of January 22, 1991

(56 FR 2420) including hydrochlorofluorocarbons and any other

substance so designated by the Agency at a later date.

(c) Container  means the immediate vessel in which a

controlled substance is stored or transported.

(d) Containing or Contains  means that a controlled

substance is physically held within the structure of the

product at the point of sale to the ultimate consumer.

(e) Controlled substance  means a class I or class II

ozone-depleting substance.

(f) Manufactured with  means that a controlled substance

is used in the product's manufacturing process, including the

manufacture of any component parts, but the product does not

contain the controlled substance at the point of sale to the

ultimate consumer. Excluded from the meaning of the phrase

"manufactured with" are situations (1) where a product has not

had physical contact with the controlled substance, or (2)

where the controlled substance has been transformed.

(g) Potentially available  means that adequate information

exists to make a determination that the substitute is

technologically feasible, environmentally acceptable and

economically viable.

(h) Principal display panel (PDP)  means the entire
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portion of the immediate surface of a product, container or

its outer packaging that is most likely to be displayed,

shown, presented, or examined under customary conditions of

retail sale. The area of the PDP is not limited to the portion

of the surface covered with existing labeling; rather it

includes the entire surface, excluding flanges, shoulders,

handles, or necks. For the purposes of determining the proper

type size for the warning statement, the area of the PDP is to

be computed as follows:

(1) In the case of a square or rectangular product or

container, where one entire side is the PDP, the product of

the height multiplied by the width of that side shall be the

area of the PDP.

(2) In the case of a cylindrical or nearly cylindrical

product or container on which the PDP appears on the side, the

area of the PDP shall be 40 percent of the product of the

height of the container multiplied by its circumference.

(3) In the case of any other shape of product or

container, the area of the PDP shall be 40 percent of the

total surface of the product or container, excluding flanges,

shoulders, handles, or necks. However, if such a product or

container presents an obvious PDP (such as an oval or hour-

glass shaped area on the side of a container) the area to be
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measured shall be the entire area of the obvious PDP.

(i) Product  means an item or category of items

manufactured from raw or recycled materials which is used to

perform a function or task.

(j) Recoverable substance  means a controlled substance

contained within (1) refrigerating products, including

refrigerators, freezers, chillers, dehumidifiers, water

coolers, ice machines, air conditioning and heat pump units or

(2) fire extinguishers.

(k) Supplemental printed material  means any informational

or promotional material (including written advertisements,

brochures, circulars, package inserts, desk references, fact

sheets, material safety data sheets, and procurement and

specification sheets) that is prepared by the manufacturer for

display or distribution concerning a product or container, or

accompanying such product or container in interstate commerce.

(l) Transform  means to use and entirely consume a

controlled substance by changing it into one or more

substances that are not subject to this subpart in the

manufacturing process of a product or chemical.

(m) Type size  means the actual height of the printed

image of each capital letter as it appears on a label.

(n) Ultimate consumer  means the first commercial or
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noncommercial purchaser of a container or product that is not

intended for re-introduction into interstate commerce as a

final product or as part of another product.

(o) Warning label  means the warning statement required by

§611 of the Act and symbol as described in §82.106.

§ 82.106 Warning label requirements.

(a) Required warning statements . Each container or

product identified in §82.102(a) or (b) shall bear the

following warning statement, meeting the requirements of this

subpart for placement and form:

WARNING: Contains [or Manufactured with, if applicable]

[insert name of substance ], a substance which harms

public health and environment by destroying ozone in the

upper atmosphere.

(b) Interference with other required labeling

information . The warning statement shall not interfere with,

detract from, or mar any labeling information required to be

on the PDP by federal or state law.

§ 82.108 Placement of warning label.

The warning label shall be placed so as to satisfy the

requirement of the Act that the warning label be "clearly

legible and conspicuous." The warning label is clearly legible

and conspicuous if it appears with such prominence and
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conspicuousness as to render it likely to be read and

understood by consumers under normal conditions of purchase.

Such placement includes, but is not limited to, the following:

(a) Display panel placement . For any affected product or

container that has a display panel that is normally viewed by

the purchaser at the time of the purchase decision, the

warning label described in §82.106 shall appear on any such

display panel of the affected product or container such that

it is "clearly legible and conspicuous" at the time of the

purchase decision. If the warning label described in §82.106

appears on the principal display panel of any such affected

product or container, the warning label shall qualify as

"clearly legible and conspicuous," as long as the label also

fulfills all other requirements of this subpart and is not

obscured by any outer packaging as required by §82.108(b).

(b) Outer packaging . For any affected product or

container that is normally packaged, wrapped, or otherwise

covered when viewed by the purchaser at the time of the

purchase decision, the warning label described in §82.106

shall appear on any outer packaging, wrapping or other

covering used in the retail display of the product or

container, such that the warning label is clearly legible and

conspicuous at the time of the purchase decision. If the outer
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packaging has a display panel that is normally viewed by the

purchaser at the time of the purchase decision, the warning

label shall appear on such display panel. If the warning label

so appears on such product's or container's outer packaging,

it need not appear on the surface of the product or container,

as long as the label also fulfills all other requirements of

this subpart. The warning label need not appear on such outer

packaging if either: (1) the warning statement appears on the

surface of the product or container, consistent with paragraph

(a) of this section, and is clearly legible and conspicuous

through any outer packaging, wrapping or other covering used

in retail display; or (2) the warning statement is placed in a

manner consistent with paragraph (c) of this section.

(c) Alternative placement . The warning label may be

placed on a hang tag, tape, card, sticker, or similar

overlabeling that is securely attached to the container,

product, outer packaging or display case. In any case, the

warning label must be clearly legible and conspicuous under

customary conditions of retail sale at the time of the

purchase decision.

(d) Supplemental printed material . Any manufacturer who

prepares supplemental printed material for display or

distribution concerning a product or container, or to
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accompany such a product or container in interstate commerce,

may clearly and conspicuously include the warning label in

such printed material so that it is provided to consumers at

the time of the purchase decision.

§ 82.110 Form of warning label.

(a) Conspicuousness and contrast . (1) The warning label

shall appear in conspicuous and legible type by typography,

layout, and color with other printed matter on the label. (2)

The warning label shall appear in sharp contrast to any

background upon which it appears. Examples of combinations of

colors which may not satisfy the proposed requirement for

sharp contrast are: black letters on a dark blue or dark green

background, dark red letters on a light red background, light

red letters on a reflective silver background, and white

letters on a light gray or tan background.

(b) Name of substance . The name of the controlled

substance to be inserted into the warning statement shall be

the standard chemical name of the substance as listed in the

Federal Register notice of January 22, 1991 (56 FR 2420),

except that:

(1) The acronym "CFC" may be substituted for

"chlorofluorocarbon."

(2) The acronym "HCFC" may be substituted for
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"hydrochlorofluorocarbon."

(3) The term "1,1,1-trichloroethane" may be substituted

for "methyl chloroform."

(c) Combined statement for multiple controlled

substances . If a container or product contains or is

manufactured with more than one controlled substance, the

warning statement may include the names of all of the

substances in a single warning statement, provided that the

combined statement accurately reflects and clearly

distinguishes which substances the container or product

contains and which were used in the manufacturing process.

(d) Format. (1) The warning statement and symbol shall be

blocked together within a square or rectangular area, with or

without a border. (2) The warning label shall appear in lines

that are generally parallel to any base on which the product

or container rests as it is designed to be displayed for sale.

(e) Type style . (1) The ratio of the height of a capital

letter to its width shall be such that the height of the

letter is no more than 3 times its width. (2) The signal word

"WARNING" shall appear in all capital letters.

(f) Type size . The warning statement shall appear at

least as large as the type sizes prescribed by this paragraph.

The type size refers to the height of the capital letters. A
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larger type size materially enhances the legibility of the

statement and is desirable.

(1) PDP or outer packaging. Minimum type size

requirements for the warning statement are given in Table 1

and are based upon the area of the PDP of the product or

container. Where the statement is on outer packaging, as well

as the PDP, the statement shall appear in the same minimum

type size as on the PDP.

TABLE 1

Area of PDP (sq.in.): 0-2  >2-5  >5-10 >10-15  >15-30

  >30

Type size (in.) *

Signal word  3/64   1/16   3/32  7/64     1/8   

5/32

Statement  3/64   3/64   1/16  3/32    3/32  

 7/64

> means greater than

* minimum height of printed image of letters

(2) Alternative placement. The minimum type size for the

warning statement on any alternative placement which meets the

requirements of §82.108(c) is 3/32 inches for the signal word

and 1/16 of an inch for the statement.

(3) Supplemental printed material. The minimum type size
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for the warning statement on supplemental printed material is

3/32 inches for the signal word and 1/16 of an inch for the

statement, or the type size of any surrounding text, whichever

is larger.

§ 82.112 Removal of warning label.

(a) Prohibition on removal . Except as described in

subsection (b), any warning label that accompanies a product

or container introduced into interstate commerce, as required

by this subpart, must remain with the product or container and

any product incorporating such product or container, up to and

including the point of sale to the ultimate consumer.

(b) Incorporation of label by subsequent manufacturers . A

manufacturer of a product that incorporates a product or

container that is accompanied by a warning label may remove

such warning labels from the incorporated product or container

if the information on such warning label is incorporated into

a warning label accompanying the manufacturer's product.

§ 82.114 Compliance by manufacturers using components.

(a) Requirement of compliance by manufacturers using

components . Each manufacturer of a product incorporating a

component product or container to which this subpart applies

that is purchased or obtained from another manufacturer or

supplier is required to pass through and incorporate the
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labeling information that accompanies such incorporated

component in a warning label accompanying the manufacturer's

finished product.

(b) Reliance on reasonable belief . The manufacturer of a

product that incorporates a component purchased or obtained

from another manufacturer or supplier may rely on the labeling

information that it receives with the component, and is not

required to independently investigate whether the requirements

of this subpart are applicable to the component, as long as

the manufacturer reasonably believes that the supplier of the

component is reliably and accurately complying with the

requirements of this subpart.

(c) Contractual obligations . A manufacturer's contractual

relationship with its supplier under which the supplier is

required to accurately label, consistent with the requirements

of this subpart, any products manufactured with a controlled

substance that are supplied to the manufacturer, is evidence

of reasonable belief.

§ 82.116 Compliance by wholesalers, distributors and

retailers.

(a) Requirement of compliance by wholesalers,

distributors and retailers . All wholesalers, distributors and

retailers of products or containers to which this subpart
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applies are required to pass through the labeling information

that accompanies the product.

(b) Reliance on reasonable belief . The wholesaler,

distributor or retailer of a product may rely on the labeling

information that it receives with the product or container,

and is not required to independently investigate whether the

requirements of this subpart are applicable to the product or

container, as long as the wholesaler, distributor or retailer

reasonably believes that the supplier of the product or

container is reliably and accurately complying with the

requirements of this subpart.

(c) Contractual obligations . A wholesaler, distributor or

retailer's contractual relationship with its supplier under

which the supplier is required to accurately label, consistent

with the requirements of this subpart, any products

manufactured with a controlled substance that are supplied to

the wholesaler, distributor or retailer is evidence of

reasonable belief.

§ 82.118 Petitions.

(a) Requirements for procedure and timing . Persons

seeking to apply the requirements of this regulation to a

product containing a class II substance or a product

manufactured with a class I or a class II substance which is
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not otherwise subject to the requirements or to temporarily

exempt a product manufactured with a class I substance from

the requirements of this regulation may submit petitions after

May 15, 1992 to: Labeling Program Manager, Global Change

Division, Office of Atmospheric and Indoor Air Programs, U.S.

Environmental Protection Agency, ANR-445, 401 M Street, S.W.,

Washington, D.C. 20460.

(b) Requirement for adequate data . Any petition submitted

under subsection (a) of this section shall be accompanied by

adequate data, as defined in §82.118(c). If adequate data are

not included by the petitioner, the Agency may return the

petition and request specific additional information.

(c) Adequate data . A petition shall be considered by the

Agency to be supported by adequate data if it includes all of

the following:

(1) A part clearly labeled "Section I.A." which contains

the petitioner's full name, company or organization name,

address and telephone number, the product that is the subject

of the petition, and, in the case of a petition to temporarily

exempt a product manufactured with a class I substance from

the labeling requirement, the manufacturer or manufacturers of

that product.

(2) For petitions to temporarily exempt a product
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manufactured with a class I substance only, a part clearly

labeled "Section I.A.T." which states the length of time for

which an exemption is requested.

(3) A part clearly labeled "Section I.B." which includes

the following statement, signed by the petitioner or an

authorized representative:

"I certify under penalty of law that I have personally

examined and am familiar with the information submitted in

this petition and all attached documents, and that, based on

my inquiry of those individuals immediately responsible for

obtaining the information, I believe that the submitted

information is true, accurate, and complete. I am aware that

there are significant penalties for submitting false

information."

(4) A part clearly labeled "Section I.C." which fully

explains the basis for the petitioner's request that EPA add

the labeling requirements to or remove them from the product

which is the subject of the petition, based specifically upon

the technical facility or laboratory tests, literature, or

economic analysis described in paragraphs (5), (6) and (7),

and the uncertainty and sensitivity analyses described in

paragraph (8).

(5) A part clearly labeled "Section II.A." which fully
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describes any technical facility or laboratory tests used to

support the petitioner's claim.

(6) A part clearly labeled "Section II.B." which fully

explains any values taken from literature or estimated on the

basis of known information that are used to support the

petitioner's claim.

(7) A part clearly labeled "Section II.C." which fully

explains any economic analysis used to support the

petitioner's claim.

(d) Criteria for evaluating petitions . Adequate data in

support of any petition to the Agency to add a product to the

labeling requirement or temporarily remove a product from the

labeling requirement will be evaluated based upon a showing of

sufficient quality and scope by the petitioner of whether

there are or are not substitute products or manufacturing

processes for such product: (1) that do not rely on the use of

such class I or class II substance, (2) that reduce the

overall risk to human health and the environment, and (3) that

are currently or potentially available.

(e) Procedure for acceptance or denial of petition . (1)

If a petition submitted under this section contains adequate

data, as defined under paragraph (c) of this section, the

Agency shall within 180 days after receiving the complete
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petition either accept the petition or deny the petition.

(2) If the Agency makes a decision to accept a petition

to apply the requirements of this regulation to a product

containing or manufactured with a class II substance, the

Agency will notify the petitioner and publish a proposed rule

in the Federal Register  to apply the labeling requirements to

the product.

(3) If the Agency makes a decision to deny a petition to

apply the requirements of this regulation to a product

containing or manufactured with a class II substance, the

Agency will notify the petitioner and publish an explanation

of the petition denial in the Federal Register .

(4) If the Agency makes a decision to accept a petition

to temporarily exempt a product manufactured with a class I

substance from the requirements of this regulation, the Agency

will notify the petitioner and publish a proposed rule in the

Federal Register  to temporarily exempt the product from the

labeling requirements.

(5) If the Agency makes a decision to deny a petition to

temporarily exempt a product manufactured with a class I

substance from the requirements of this regulation, the Agency

will notify the petitioner and may, in appropriate

circumstances, publish an explanation of the petition denial
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in the Federal Register .

§ 82.120 Recoverable substances label.

(a) Requirement . Each product identified in §82.102(c)

that is introduced into interstate commerce shall bear a

permanent label stating: "Contains [ insert name of

substance ]." This labeling requirement is in addition to the

warning label described in §82.106.

(b) Name of substance . The name of the controlled

substance to be inserted into the recoverable substances label

shall be the standard chemical name of the substance as listed

in the Federal Register notice of January 22, 1991 (56 FR

2420), except that:

(1) The acronym "CFC" may be substituted for

"chlorofluorocarbon."

(2) The acronym "HCFC" may be substituted for

"hydrochlorofluorocarbon."

(3) The term "1,1,1-trichloroethane" may be substituted

for "methyl chloroform."

(c) Placement . The recoverable substances label shall be

permanently placed on the product containing a recoverable

substance such that the label is clearly legible and

conspicuous to a service person or disposer at the point of

service or disposal.
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(d) Type size . The type size for any recoverable

substances label shall not be less than 3/32 of an inch.

§ 82.122 Prohibitions.

(a) Warning label . (1) Absence or presence of warning

label. (i) On May 15, 1993, no container or product identified

in §82.102(a) may be introduced into interstate commerce

unless it bears a warning label that complies with the

requirements of §82.106 of this subpart, unless it has been

temporarily exempted pursuant to §82.118.

(ii) On January 1, 2015, or any time between May 15, 1993

and January 1, 2015 that the Administrator determines for a

particular product that there are substitute products or

manufacturing processes for such product that do not rely on

the use of a class I or class II substance, that reduce the

overall risk to human health and the environment, and that are

currently or potentially available, no product identified in

§82.102(b) may be introduced into interstate commerce unless

it bears a warning label that complies with the requirements

of §82.106 of this subpart.

(2) Placement of warning label. (i) On May 15, 1993, no

container or product identified in §82.102(a) may be

introduced into interstate commerce unless it bears a warning
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label that complies with the requirements of §82.108 of this

subpart, unless it has been temporarily exempted pursuant to

§82.118.

(ii) On January 1, 2015, or any time between May 15, 1993

and January 1, 2015 that the Administrator determines for a

particular product that there are substitute products or

manufacturing processes for such product that do not rely on

the use of a class I or class II substance, that reduce the

overall risk to human health and the environment, and that are

currently or potentially available, no product identified in

§82.102(b) may be introduced into interstate commerce unless

it bears a warning label that complies with the requirements

of §82.108 of this subpart.

(3) Form of warning label. (i) On May 15, 1993, no

container or product identified in §82.102(a) may be

introduced into interstate commerce unless it bears a warning

label that complies with the requirements of §82.110 of this

subpart, unless it has been temporarily exempted pursuant to

§82.118.

(ii) On January 1, 2015, or any time between May 15, 1993

and January 1, 2015 that the Agency determines for a

particular product that there are substitute products or

manufacturing processes that do not rely on the use of a class
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I or class II substance, that reduce the overall risk to human

health and the environment, and that are currently or

potentially available, no product identified in §82.102(b) may

be introduced into interstate commerce unless it bears a

warning label that complies with the requirements of §82.110

of this subpart.

(4) On May 15, 1993, no person may modify, remove or

interfere with any warning label required by this subpart,

except as described in §82.112 of this subpart.

(b) Recoverable substances label . (1) On May 15, 1993, no

product containing a recoverable class I or class II substance

may be introduced into interstate commerce unless it bears a

permanent label that complies with the requirements of §82.120

of this subpart.

(2) On May 15, 1993, no person may modify, remove or

interfere with any recoverable substances label required by

this subpart.


